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PRELIMINARY STATEMENT
The parties agree that technology-assisted document review is a good idea. This technology
has recently emerged in electronic discovery as a tool to reduce the high costs of manual document
review. The issue here is not whether Biomet should use technology-assisted review, but whether
Biomet should be required to use it in the manner prescribed by Plaintiffs, which will not only
increase Biomet’s discovery costs by at least $3 million and prolong discovery by over a year, but
also will waste the time, effort, and expense already expended on discovery during the past year.
Specifically, the parties disagree on the following issues related to technology-assisted review
(also called “predictive coding”). First, Plaintiffs believe that technology-assisted review should be
applied to Biomet’s entire initial document collection because search terms are inadequate. This
approach is cost-prohibitive. Search terms are a reasonable and cost-effective way to cull data to a
more manageable amount before review, regardless of whether the review will be manual or
technology-assisted. In addition, statistical analysis demonstrated that Biomet’s search terms are
effective: the documents pulled in by the search terms are about 16% responsive, whereas the
documents left behind are less than 1.5% responsive. Biomet has offered to meet and confer on
additional reasonably-targeted search terms and to produce the non-privileged documents included
in the statistical sample to allay Plaintiffs’ concerns that many relevant documents were left behind.
Plaintiffs have declined these offers.
Second, Plaintiffs insist that the parties should train the predictive coding algorithm jointly.
Joint training is not required by the Federal Rules, case law, or Orders of this Court. It is also not
feasible because Biomet has already expended substantial time, effort, and expense in training the
predictive coding software to identify relevant documents. Although not obligated to do so, Biomet
has nevertheless offered to include Plaintiffs’ input in the training by adding relevant documents of
their choice to the data set and using them to train the predictive coding software going forward.
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Third, Plaintiffs demand that Biomet produce all non-privileged documents already
identified by keyword searches regardless of relevance. Biomet believes that this request is beyond
the scope of permissible discovery, which is limited to “any nonprivileged matter that is relevant to
any party’s claim or defense.” Fed. R. Civ. P. 26(b)(1).
Biomet is open to working cooperatively with Plaintiffs to address their concerns in a costeffective and proportional manner that is consistent with the Federal Rules of Civil Procedure, the
Seventh Circuit Electronic Discovery Pilot Program, and the Sedona Conference principles and
guidance. But Plaintiffs’ requests are prohibitively expensive and unnecessary for a reasonable and
transparent technology-assisted review process.
STATEMENT OF ISSUES
1. Should the Court require Biomet to restart discovery, which would cost $3 to $8 million and
prolong discovery by more than a year?
2. Should the Court require Biomet to use technology-assisted review on the entire 19.5 million
initial document collection rather than to first cull out relevant documents using search terms?
3. Should the Court require Biomet to retrain the technology-assisted review software, which
has already “learned” to recognize relevant documents, so that the training could be performed
jointly by the parties?
STATEMENT OF FACTS
I.

DISCOVERY BACKGROUND
Plaintiffs began filing the actions in this MDL in January 2012. Before the October 2012

consolidation, the parties engaged in discovery, including initial disclosures and document requests,
in several cases. The first document requests were served in the Faber case in April 2012. Faber v.
Biomet, Inc. et al., E.D.N.Y., 1:12-cv-00783. In May and June 2012, plaintiffs in the St. Cyr, Ching, and
Winningham cases each served over 170 discovery requests. St. Cyr v. Biomet Orthopedics, LLC et al.,
2
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N.D. Tex., 4:12-cv-00032; Ching v. Biomet Orthopedics, LLC et al., N.D. Cal., 5:12-cv-00502,
Winningham v. Biomet Orthopedics, LLC et al., N.D. Co., 1:12-cv-02376. Biomet began producing
documents in June 2012 in response to these requests and in Biomet’s initial disclosures. In total,
Biomet has produced almost two million pages spanning seven document productions to the
following attorneys in nine individual cases:


Ellen Relkin of Weitz & Luxenberg PC in Benson v. Biomet, Inc. et al., E.D. Wash.,
2:12-cv-05131



Brian J. Devine and Kenneth M. Seeger of Seeger Salvas LLP in Ching v. Biomet
Orthopedics, LLC et al., N.D. Cal., 5:12-cv-00502 and Winningham v. Biomet Orthopedics,
LLC et al., N.D. Co., 1:12-cv-02376



Lawrence Jones II and Jasper Ward of Jones Ward PLC in Edelen et al. v. Biomet, Inc. et
al., W.D. Ky., 3:12-cv-00438 and Wurzel et al v. Biomet, Inc. et al., W.D. Ky., 3:12-cv00491



Robert E. Godosky of Godosky & Gentile, P.C. in Faber v. Biomet, Inc. et al.,
E.D.N.Y., 1:12-cv-00783



Joseph Shea, Shirly A. Coffey , Greg Hartmann, and Michelle A. Cheek of Shea,
Coffey & Hartmann in Graham v. Biomet, Inc. et al., S.D. Ohio, 1:12-cv-00451



John David Hart of the Law Offices of John David Hart in St. Cyr v. Biomet
Orthopedics, LLC et al., N.D. Tex., 4:12-cv-00032



John R. Climaco, Dawn M. Chmielewski, and Patrick G. Warner of Climaco, Wilcox,
Peca, Tarantino & Garofoli, LPA, Jerrold S. Parker and Daniel C. Burke of Parker
Waichman LLP, and Richard J. Arsenault and C. Michael Bollinger of Neblett, Beard
& Arsenault in Ward-Davis v. Biomet Orthopedics, LLC et al., S.D. Ohio, 2:12-cv-00396

Biomet provided the attorneys in each of these cases detailed information regarding
custodians and data sources, keywords used, and Biomet’s predictive coding workflow months ago.
(See Exh. A, Aug. 21, 2012 Letter from Jenya Moshkovich to Robert Godosky and accompanying
exhibits A, B, & C (“Letter Exh.”)).
On February 7, 2013, MDL Plaintiffs served 184 discovery requests that are virtually
identical to those in St. Cyr, Ching, and Winningham. The additional MDL requests sought documents

3
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identified by Biomet’s keyword searches before applying predictive coding, as well as all documents
produced in the individual cases. Biomet responded to these requests on March 19, 2013.
II.

DOCUMENT COLLECTION
Biomet began collecting documents relating to Biomet’s metal-on-metal hip replacement

implants in April 2012 from twenty-eight individual custodians and centralized data sources. (See
Exh. A, Letter Exhs. A & B). These individual custodians are the primary individuals with
responsibility for the metal-on-metal devices across relevant departments including design,
development, regulatory, clinical affairs, marketing and commercialization, and public relations.
Biomet collected these custodians’ e-mails, hard drives, dedicated network storage, and hard copy
files. (See Exh. A, Letter Exh. A). Because Biomet’s shared documents are not maintained in one
centralized electronic location (such as one shared metal-on-metal implants folder), ensuring a
reasonably complete collection required collecting broadly. For example, Biomet collected the full
regulatory, clinical affairs, and creative services shared network drives which, in addition to metalon-metal, also contain many documents unrelated to this litigation like non-metal-on-metal hip,
knee, and shoulder implants, as well as Biomet’s sports medicine, trauma, and spine products. (See
Exh. A, Letter Exh. B).
In total, Biomet collected over 19.5 million documents, comprising 6.3 terabytes. ( Exh. B,
March 31, 2013 Declaration of Eric Seggebruch (“Seggebruch Decl.” ) ¶ 12). As estimated by the
Manual for Complex Litigation, one terabyte equals about 500 billion typewritten pages of plain
text. MCL § 11.446 (4th ed. 2004). “The sheer volume of such data, when compared with
conventional paper documentation can be staggering.” Id. Not reducing the volume to a more
manageable amount before beginning review is simply not feasible, regardless of whether the review
is manual or technology-assisted.

4
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DOCUMENT PROCESSING AND REVIEW
A.

Search Term Selection

To cull data before applying technology-assisted review, Biomet selected search terms to
help narrow the documents to those that are related to metal-on-metal hip implants1 and Plaintiffs’
allegations about them.

2

(See Exh. A, Letter Exh. C). Biomet’s search terms also included all

manufacturing part numbers, Design History File project numbers (assigned to devices while in
development), and 510(k) numbers (assigned by the FDA when evaluating a device for marketing
clearance) of Biomet’s metal-on-metal hip implants. (See Exh. A, Letter Exh. C). Biomet was only
able to select broad keywords like “metal,” “cancer,” and “revision” because it intended to use
technology-assisted review to help sort through many non-relevant documents these keywords
would return.
The total number of documents and corresponding attachments retrieved by keyword
culling was 3,931,687, comprising 1.5 terabytes (1,536 GB) of data. (Seggebruch Decl. ¶ 13). After
deduplication, 2,540,915 documents and attachments remained, comprising 1.06 terabytes (1,085
GB). (Id. ¶ 14). The remaining 15,576,529 documents not selected by keywords (referred to as the
“null set”) totaled 4.89 terabytes (5,007 GB). (Id. ¶ 15).
Biomet’s search terms were tested using statistical sampling. (Exh. C, March 30, 2013
Declaration of Alexis Clark (“Clark Decl.” ) ¶ 13). To obtain the relevance rate of the null set,
Biomet reviewed a random sample of 4,146 documents (using a confidence level of 99% and

1 Biomet’s search terms referring to metal-on-metal implants included:
“Metal” M2a* “M-M” “MoM” “Metal on Metal” “Metal-on-Metal” “Co-Cr-Mo” “CoCrMo” Cobalt and Chromium
“All Metal Hip” Magnum* M2a* pre/1 Magnum* M2a* pre/1 acetabular pre/1 system* M2a* pre/1 Taper*
M2a* pre/1 Ringloc* M2a* pre/1 38* M2a* pre/1 28* “Metal on Metal articulation” “Metal-on-metal articulation”
2 Biomet’s search terms referring to Plaintiffs’ allegations included:
Pseudotumor* Pseudo pre/1 tumor* Tumor* “Metallosis” “Cancer” “Cobaltism” Metal /2 ion* “Debris”
Tissue /2 damage* Tissue /2 necrosis Bone /2 loss Hypersensitiv* Metal /2 reaction Metal /2 poison* Metal /2 toxic*
Revision* Joint pre/1 Registr* “NJR”

5
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estimation interval of 2%). (Id.). Thirty-nine documents were responsive. Projecting these results
over the data indicates, with 99% confidence, that there are only between 86,299 and 206,541
responsive documents within the 15.5+ million not selected for review—between .55% and 1.33%.
(Id.).
To obtain a baseline responsiveness rate of the documents 2.5+ million documents selected
for review, Biomet reviewed a random “control set” sample of 1,689 documents (95% confidence
level +/- 2%), (which indicated that there are between 184,268 and 229,162 relevant documents in
the review set (between 14.41% and 17.91%, with a mean of 16.16%). (Id. ¶ 11, 16).In addition,
Biomet obtained the relevance rate of the entire 19.5+ million document collection using statistical
sampling. (Clark Decl. ¶ 12). A 4,146 document sample (using a confidence level of 99% and
estimation interval of 2%) contained eighty responsive documents, indicating with 99% confidence
that the responsiveness rate of the full collection is between 1.37 and 2.47 percent. (Id.)
The results of the sampling validate Biomet’s discovery efforts. Biomet collected broadly to
ensure a reasonably comprehensive collection, which contained less than 2.5% relevant documents.
Biomet then successfully used search terms to retrieve documents likely to be responsive, as
demonstrated by the 16% responsiveness rate of the documents selected for review and by the less
than 1.5% responsiveness rate of the documents left behind.
B.

Technology-Assisted Review

Technology-assisted review is machine-learning technology that enables a computer to
distinguish between relevant and non-relevant documents based on limited human input. See, e.g.,
Maura R. Grossman and Gordon V. Cormack, The Grossman-Cormack Glossary of Technology-Assisted
Review, 2013 Fed. Cts. L. Rev. 7 (Jan. 2013). Use of technology-assisted review in legal document
discovery is relatively recent, but the technology is well established and used by many well-known
companies including Google, Facebook, Amazon, Netflix, and Pandora, which all make suggestions
6
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on what we may like, purchase, or find interesting based our past selections. Spam filters are also
based on related technology, which classifies email into legitimate “ham” and unsolicited “spam.”
Biomet’s e-discovery vendor is Recommind, a leader in technology-assisted document review
technology. Recommind’s predictive coding functionality, provided in its Axcelerate document
review platform, combines a proprietary, advanced text categorization algorithm with an iterative
document review workflow. (Clark Decl. ¶ 6). Predictive coding is a powerful technology that
enables finding documents relating to a particular person, timeframe, topic, communication, issue,
or concept more quickly and at a cost of 50 to 90% less than linear review. (Id.).
After the documents selected by search terms were promoted to the Axcelerate review site,
Biomet utilized Recommind’s predictive coding functionality. To begin, an attorney with knowledge
of the case identified and reviewed a “seed set”—an initial group of relevant documents. (Id. ¶ 7).
Using the attorney’s coding decisions, Axcelerate analyzed the remaining documents in the review
site to “find more like this” and suggested the next potentially-relevant set for review. (Id.). Contract
attorneys then reviewed these documents (the full set in earlier iterations and statistically-significant
samples in later iterations) for responsiveness, confidentiality, and privilege. The software then
analyzed the attorneys’ coding decisions and provided the next set of documents for review. (Id.).
The process was repeated for seven iterations. (Id. ¶ 9). In addition to predictive coding, Biomet
utilized other technology-assisted review tools provided by Recommind to find relevant documents
faster and reduce manual review, which included identifying responsive phrase patterns as well as
duplicates, near-duplicates, and e-mail threads of responsive documents.
To date, the responsiveness rate of the documents suggested in these iterations indicates that
Axcelerate has learned to distinguish relevant documents, and that the review should proceed
through additional iterations until the relevance of documents returned by Axcelerate is sufficiently
low. (Id.). At that point, a random sample will be drawn from the documents that were not reviewed
7
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for relevance. (Id. ¶ 8). The results of this review will then be compared against the control set to
determine the recall (the proportion of relevant documents identified during a review) and precision
(the proportion of identified documents that are relevant) of the search and review process. (Id.).
C.

Document Processing and Hosting Costs

The electronic discovery services performed by Recommind include various steps of data
processing, keyword culling, predictive coding, document productions, and data hosting, among
others, totaling $1,069,358 to date. (Seggebruch Decl. ¶ 16). To begin, in order to apply keywords,
Recommind preliminarily processed the full 6.3 TB collection at a rate of $30/GB, totaling
$196,290. (Id. ¶ 6, 19). The resulting 1.06 TBs (1,085 GB) of documents and attachments were then
fully processed and “ingested” into the Axcelerate document review platform. (Id. ¶ 7). This process
included deduplication and extraction of metadata, full text, and native files. (Id.). The data was then
“enriched” with technological tools that identify phrase patterns and concepts in the data, as well as
near-duplicates and e-mail threads. (Id. ¶ 8). At that point, the predictive coding workflow described
above began. (Id. ¶ 9). Processing, ingesting, enriching and running predictive coding on the 1.06
TBs retrieved by keywords cost $705,250, which included data processing and ingestion costs of
$325,500 ($300/GB), data enrichment at a cost of $162,750 ($150/GB), and predictive coding costs
of $217,000 ($200/GB). (Id. ¶ 18).
The cost of processing, ingesting, enriching and running predictive coding on Biomet’s full
6.39 terabyte collection, as Plaintiffs suggest, could be as much as $3.25 million. (Id. ¶ 16). This
amount includes $1,502,100 for data processing and ingestion costs of the 4.89 TBs (5,007 GBs) not
yet published to Axcelerate, $751,050 for data enrichment, and $1,001,400 for predictive coding.
(Id.). These costs may be somewhat less with de-duplication, but they are not likely to be below $2
million. (Id. ¶ 17).

8
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In addition, Recommind charges a monthly hosting fee to keep the data accessible.
Maintaining 1.06 TBs of documents in Axcelerate for review costs $18/GB per month—
approximately $20,000. (See id. ¶ 10). In addition, hosting the remaining 4.89 TBs online to enable
applying additional search terms (if needed) costs $5/GB per month, or approximately another
$25,000. (See id.). Once the review population is finalized, this monthly cost can be eliminated by
moving this data to a hard drive. If, as Plaintiffs request, the 4.89 TBs were moved into Axcelerate,
the hosting costs would increase from $5/GB to $18/GB per month, or by approximately $65,000
per month. (See Id. ¶ 19). Again, these costs may be somewhat less with de-duplication, but the total
cost of continuing to host this data online is unlikely to fall below $60,000 per month.
D.

Document Review Costs

Predictive coding reduces, but does not eliminate, the need for manual review. (Id. ¶ 20).
Instead, it creates a quicker and more cost-effective review process, which is expected to cost 50 to
90% less than manual review of every document. (Id. ¶ 20; Clark Decl. ¶ 6).
If the parties run predictive coding on Biomet’s full initial collection of 19.5+ million
documents as Plaintiffs suggest, and assuming a third are duplicates not needing review, 12.8+
million documents will be published to Axcelerate. Biomet can expect to review 10 to 50% (50-90%
less than linear review), or between 1.28 (10%) and 6.4 million (50%) documents.
Biomet utilizes eight contract attorneys costing $48/hour to review documents, as well as
$100/hour for one project manager. At a rate of sixty documents per hour (the industry average for
manual document review is fifty to sixty), this review would take between 21,333 and 106,666 hours.
Eight contract attorneys reviewing documents for forty hours per week would require between
fifteen months and six years (66 to 333 weeks) to complete the review. At a rate of $48/hour, the
cost of this review would be between $1 and $5 million. This estimate does not include project
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management or quality control of the reviewers, redaction of HIPAA-protected health information
by paralegals, second level privilege review, or the creation of privilege logs.
Using the same calculations, reviewing 10 to 50% of the 2.5+ million documents published
to Axcelerate after applying keywords costs between $200 thousand and $1 million and takes
between three and fifteen months (13 to 66 weeks).
In total, from processing to review, Plaintiffs’ proposal would cost an additional $3 to $8
million, not including monthly hosting costs, whereas the process carefully developed and
implemented by Biomet, much of which has already been completed, costs $1 to $1.7 million.
ARGUMENT
I.

BIOMET SHOULD NOT BE REQUIRED TO RESTART DISCOVERY.
Before this MDL was created, Biomet expended substantial time, effort, and expense in

collecting, reviewing, and producing documents in a number of individual cases that have now been
consolidated with others for pretrial discovery. In doing so, Biomet successfully trained predictive
coding software to identify relevant documents over the course of seven iterations and produced
almost two million pages spanning seven document productions. These documents are equally
applicable to all of the cases in this MDL.
A.

Restarting discovery is inconsistent with the purpose of an MDL.

Plaintiffs believe that because the Judicial Panel on Multidistrict Litigation (“JPML”)
consolidated their individual cases into an MDL proceeding, discovery that began a year ago should
start anew. (See Exh. D, Feb. 7, 2013 Letter from Mark Lanier to John Winter). To the contrary, the
JPML created this MDL with the specific purpose of “avoid[ing] duplicative discovery” and
“conserv[ing] the resources of the parties, their counsel and the judiciary,” as well to “promote the
just and efficient conduct of [these actions].” In re Biomet M2a Magnum Hip Implant Prods. Liab. Litig.,
Transfer Order MDL No. 2391, 2012 U.S. Dist. LEXIS 144172 (J.P.M.L. Oct. 2, 2012). Biomet
10
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began discovery in the individual cases in a reasonable and transparent manner and should not be
required to start over in the MDL.
Plaintiffs’ position that discovery should restart is inconsistent not only with the purpose of
a multidistrict litigation, the JMPL’s instructions, and the discussions the parties have had since the
Biomet cases have been assigned to this Court, but also with Plaintiffs’ representations when seeking
an MDL. When requesting consolidation, Plaintiffs’ co-lead counsel Thomas Anapol argued that
“[i]n addition to significant financial savings, transfer and consolidation will promote the
convenience of the parties and efficiency during pre-trial proceedings. Duplicative discovery
will be eliminated… .” Interested Party Response in Support of Transfer, MDL No. 2391, JPML
Dkt. No. 39 at 5 (July 19, 2012). Plaintiffs’ co-lead counsel Mark Lanier similarly argued that
“[s]eparate, unconsolidated pretrial proceedings in the cases that have been and will be filed

would greatly increase the costs of this litigation for all parties... .” Interested Party Response in
Support of Transfer, MDL No. 2391, JPML Dkt. No. 105 at 4 (Sept. 19, 2012); see also Plaintiffs’
Steering Committee Member Ellen Relkin, Interested Party Response in Support of Transfer, MDL
No. 2391, JPML Dkt. No. 57 at 7 (July 20, 2012) (“[t]o have parallel and overlapping generic
discovery taking place is … impractical and inefficient.”); Plaintiffs’ Steering Committee
Member Lawrence L. Jones II, Interested Party Response in Support of Transfer, MDL No. 2391,
JPML Dkt. No. 72 at 1 (Aug. 22, 2012) (“consolidated pretrial proceedings of the M2a cases would
limit duplicative discovery…and conserve the resources of the parties...”).
Having successfully persuaded the JPML that consolidation would limit duplicative
discovery and result in efficiency and cost savings for both parties, Plaintiffs should not be
permitted to increase Biomet’s discovery costs by up to $8 million and prolong document discovery
by at least a year.

11
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Plaintiffs’ inaction should not be rewarded at Biomet’s expense.

Beginning in August 2012, Biomet informed attorneys in each of the cases receiving
document productions regarding: (1) the custodians and data sources collected from, (2) the
keywords used, and (3) Biomet’s predictive coding workflow. (See Exh. A and Letter Exh. A-C). Of
the individuals receiving Biomet’s document production, five are on the Plaintiffs’ Steering
Committee, including Ellen Relkin, Lawrence Jones II, John R. Climaco, Daniel C. Burke, and
Richard J. Arsenault.
Plaintiffs recently suggested that these attorneys did not object to Biomet’s approach
because they believed that the cases would be consolidated and discovery handled by the MDL
leadership. (See Exh. E, Feb. 14, 2013 Email from Mark Lanier to John Winter). Despite the
purported certainty of an MDL, these attorneys filed individual cases against Biomet in courts across
the county. Doing so, rather than waiting for the creation of an MDL, required Biomet to defend
these individual cases and engage in discovery including initial disclosures and discovery responses
as required by the Federal Rules of Civil Procedure and by Judges then presiding over these cases.
See, e.g., Benson v. Biomet, Inc. et al., 3:12-cv-00624-RLM-CAN, Dkt. No. 6 (June 21, 2012); Ward-Davis
v. Biomet Orthopedics, LLC et al., 3:12-cv-00625-RLM-CAN, Dkt. No. 13; Faber v. Biomet, Inc. et al.,
3:12-cv-00571-RLM-CAN, Apr. 6, 2012 Dkt. Entry.
Plaintiffs have suggested that they offered to delay individual discovery because they knew
an MDL was coming, but Biomet disagreed. Courts in these individual cases ordered discovery to
move forward. See, e.g., Benson v. Biomet, Inc. et al., 3:12-cv-00624-RLM-CAN, Dkt. No. 6 (June 21,
2012) (“Counsel are advised that the early disclosure requirements of Fed. R. Civ. P. 26 will be
enforced. Therefore, counsel shall immediately exchange the following information without a formal
discovery request…”); Winningham v. Biomet Orthopedics, LLC et al., 3:12-cv-00572-RLM-CAN Dkt.
No. 2-27 (June 12, 2012) (“The parties are reminded that a failure voluntarily to disclose information
12
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pursuant to Federal Rule of Civil Procedure 26(a) or to supplement disclosures or discovery
responses pursuant to Rule 26(e) may result in exclusionary sanctions.”) Contrary to Plaintiffs’
assertions, Biomet acted properly in complying with its discovery obligations in these individual
cases. See. e.g.. Treppel v. Biovail Corp., 233 F.R.D. 363, 374 (S.D.N.Y. 2006) (when plaintiff refused to
agree to search terms, defendant should have proceeded with the search terms unilaterally and that
plaintiff’s “recalcitrance” did not excuse defendant’s failure to produce documents).
Although undoubtedly aware of the high cost of document review and production, Plaintiffs’
attorneys continued to accept volume after volume of Biomet’s document production—despite
knowing that the MDL leadership would demand a “do-over.” Under the circumstances, the Court
should not require Biomet to restart discovery, which has been conducted in good faith and in full
compliance with existing discovery standards and other Court’s Orders. The Sedona
Conference, The Sedona Conference Commentary on Proportionality in Electronic Discovery 2, Principle 3 (Jan.
2013) (“Sedona Proportionality Principles”) (“Undue burden, expense, or delay resulting from a
party’s action or inaction should be weighed against that party.”).
II.

BIOMET’S DISCOVERY EFFORTS COMPLY WITH THE FEDERAL
RULES OF CIVIL PROCEDURE AND APPLICABLE CASE LAW.
In demanding a “do-over,” Plaintiffs raise two objections to Biomet’s discovery efforts to

date. One, Plaintiffs object to Biomet’s use of search terms to cull data before employing predictive
coding. Two, Plaintiffs believe that the predictive coding software, which has already been trained by
Biomet to recognize relevant documents, should be retrained jointly by the parties. Neither
objection warrants restarting discovery:

search terms are a reasonable, commonly-used, and

judicially-accepted methodology for identifying responsive documents, and joint relevance training is
not required by the Federal Rules or by case law, and is not necessary here.
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No review tool or search methodology guarantees perfection.

Biomet does not contend that search terms will uncover every relevant document in
Biomet’s possession; nor is it required to. No review process or tool can guarantee perfection. See
Da Silva Moore v. Publicis Groupe, 287 F.R.D. 182, 191 (S.D.N.Y. 2012) (“While this Court recognizes
that computer-assisted review is not perfect, the Federal Rules of Civil Procedure do not require
perfection.”), adopted by 2012 U.S. Dist. LEXIS 58742, at *3 (S.D.N.Y. Apr. 25, 2012); see also Pension
Comm. of the Univ. of Montreal Pension Plan v. Banc of Am. Sec., LLC, 685 F. Supp. 2d 456, 461,
(S.D.N.Y. 2010).
Rather, a party is obligated to “conduct a diligent search,” which involves using “a
reasonably comprehensive search strategy.” Treppel, 233 F.R.D. at 374; see also Lava Trading, Inc. v.
Hartford Fire Ins. Co., No. 03-cv-07037 (PKC)(MHD), 2005 U.S. Dist. LEXIS 2866, at *28 (S.D.N.Y.
Feb. 24, 2005) (litigants should “ensure[s] that document searches, when initially made, were careful
and thorough”). The Federal Rules do not require litigants “to examine every scrap of paper in its
potentially voluminous files in order to comply with its discovery obligations.” Velocity Press, Inc. v.
KeyBank, N.A., No. 2:09-cv-00520 (TS), 2011 U.S. Dist. LEXIS 45249, at *8 (D. Utah Apr. 26, 2011)
(citing Treppel, 233 F.R.D. at 374 (S.D.N.Y. 2006)); see also Fisher v. Ciba Specialty Chems. Corp., No. 03cv-00566 (WS), 2007 U.S. Dist. LEXIS 24173, at *10 (S.D. Ala. Mar. 30, 2007) (“The rules
of discovery do not demand perfection, clairvoyance, or miracle workings in the production of
documents.”). Biomet has met these standards. Using search terms to cull and then apply predictive
coding to assist in reviewing these documents, Biomet conducted a diligent, careful, and thorough
search.
B.

Search terms are a reasonable and accepted search methodology.

Search terms are a reasonable, commonly-used, and judicially-accepted approach to culling
large volumes of data. See, e.g., Custom Hardware Eng’g & Consulting, Inc. v. Dowell, No. 4:10-cv-00653
14
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(ERW), 2012 U.S. Dist. LEXIS 146, at *7 (E.D. Mo. Jan. 3, 2012); Trusz v. UBS Realty Investors LLC,
No. 3:09-cv-00268 (JBA), 2010 U.S. Dist. LEXIS 92603, at *17 (D. Conn. Sept. 7, 2010). Even the
first decision approving technology-assisted review emphasized that, although not without
limitations, “[k]eywords have a place in production of [electronically stored information].” Da Silva
Moore, 287 F.R.D. at 190.
Use of search terms is also contemplated by the Seventh Circuit Discovery Principles, as well
as by other e-discovery pilot projects.3 See Case Management Order, Exh. A, Principles Relating to
the Discovery of Electronically Stored Information, Principle 2.05, No. 3:12-md-02391-RLM-CAN,
Dkt. No. 242 (ND. Ind. Feb. 25, 2013). The Sedona Conference has also recognized search terms as
“the most commonly used search methodology today.” The Sedona Conference, The Sedona
Conference Best Practices Commentary on the Use of Search and Information Retrieval Methods in E-Discovery, 8
Sedona Conf. J. 189, 200 (2007) (“Sedona Best Practices Commentary”).4
Despite their position that search terms are inadequate, Plaintiffs’ e-discovery vendor
Douglas Forrest recently chided the defendants in the Da Silva Moore case for rejecting an automated
privilege review using keywords. See Nov. 16, 2012 Declaration of Douglas E. Forrest ¶¶ 38–39,
1:11-cv-01279 (ALC) (AJP), Dkt. No. 369-7 (quoting David J. Lender & Hon. Andrew J. Peck, 10
Key E-Discovery Issues In 2011: Expert Insight to Manage Successfully, 19 Metro. Corp. Counsel 1, 6 (Apr.
2011)) (“Appropriate use of keywords and/or other automated search techniques can identify most

3

See In re: Pilot Project Regarding Case Management Techniques for Complex Civil Cases in the Southern District of
New York, Standing Order, No. 1:11-misc-00388, at 21 (S.D.N.Y. Nov. 1, 2011), available at
http://www.nysd.uscourts.gov/rules/Complex_Civil_Rules_Pilot.pdf (last visited April 1, 2013).
Ad Hoc Committee for Electronic Discovery, Default Standard For Discovery, Including Discovery of
Electronically Stored Information, ¶ 5(b) at 5 (D. Del. Dec. 8, 2011), available at http://www.ded.uscourts.gov/
sites/default/files/Chambers/SLR/Misc/EDiscov.pdf (last visited April 1, 2013).

4

Judicial opinions are increasingly relying on the Sedona Conference, a prominent not-for-profit and non-partisan
research and educational institute, for “guidance in matters regarding electronic discovery.” See Larsen v. Coldwell
Banker Real Estate Corp., No. 10-cv-00401 (AG), 2012 U.S. Dist. LEXIS 12901, at *20 n.2 (C.D. Cal. Feb. 2, 2012)
(citing cases).

15

case 3:12-md-02391-RLM-CAN document 346

filed 04/04/13 page 22 of 37

potentially privileged documents …”). That this testimony addressed a privilege review is particularly
significant: unlike a relevance review, which does not require finding every relevant document, in
privilege review that is precisely the goal (irrespective of a Fed. R. Evid. 502(d) order).
1.

Search term limitations can be managed with statistical
sampling.

The limitations of search terms are well known. One of the most commonly-cited studies for
Plaintiffs’ proposition that search terms may return only 20 to 25% of the relevant documents was
conducted in 1985. (See Exh. F, Transcript of the March 18, 2013 Status Conference (“March 18,
2013 Tr.”), at 7:14–19); David Blair & M.E. Maron, An Evaluation of Retrieval Effectiveness for a FullText Document Retrieval System, 28 J. A.C.M. 289 (Mar. 1985). Search terms nonetheless became a
commonly-used way to focus a large document collection because manually reviewing every
document is too costly. See, e.g., EEOC v. McCormick & Schmick’s Seafood Rests., Inc., No. 08-cv-00984
(WMN), 2012 U.S. Dist. LEXIS 13134, at *14 (D. Md. Feb. 3, 2012) (“Common practice governing
the discovery of electronically stored information requires the use of search terms to make an
extraordinarily burdensome search comply with the tenets of Fed.R.Civ.Proc. 26(b)(2)(C).”). This
practice has not changed with the introduction of technology-assisted document review. Like
manual review, technology-assisted review of every document, which currently is priced on a per
gigabyte basis, is quite costly.
Statistical sampling is a best practice for testing search terms effectiveness. See Trusz, 2010
U.S. Dist. LEXIS 92603, at *17 (citing The Sedona Conference, Conducting E-discovery After the
Amendments: The Second Wave, 10 Sedona Conf. J. 215, 223 (2009)); see also In re Seroquel Prods. Liab.
Litig., 244 F.R.D. 650, 660 n.6, 662 (M.D. Fla. 2007). “As with keywords or any other technological
solution to ediscovery, counsel must design an appropriate process, including use of available
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technology, with appropriate quality control testing, to review and produce relevant ESI while
adhering to Rule 1 and Rule 26(b)(2)(C) proportionality.” Da Silva Moore, 287 F.R.D. at 193.
2.

Biomet’s search terms are effective.

Biomet conducted the statistical sampling contemplated by these decisions and by the
Sedona Conference and found that the responsiveness rate of the null set (i.e. the documents not
pulled in by search terms) is less than 1.5%, as compared to a 16% rate of the keyword-selected
documents. (Clark Decl. ¶ 13). These results are not surprising given the expansive nature of the
initial collection and the broad search terms used to narrow it to metal-on-metal documents. As
recognized by the Plaintiffs’ e-discovery vendor, ILS, “[r]esearch casting doubt on keywords in
general does little if anything to diminish a party’s ability to defend the application of keywords in
their specific case.” (See Exh. G, ILS, Asymmetrical Plaintiffs Can Hit the eDiscovery Sweet Spot, dated Apr.
11, 2011, available at http://www.ilsteam.com/2011/04/11/asymmetrical-plaintiffs-can-hit-theediscovery-sweet-spot/ (last visited Apr. 1, 2013)). Here, Biomet has defended its search terms by
demonstrating their effectiveness with empirical evidence.
3.

Biomet has offered Plaintiffs several opportunities to provide
input, which Plaintiffs have declined.

In deciding which search terms are appropriate, courts emphasize the importance of
cooperation between the parties in selecting them. See In re Nat’l Ass’n of Music Merchs., Musical
Instruments & Equip. Antitrust Litig., MDL No. 2121, 2011 U.S. Dist. LEXIS 145804, at *21–22 (S.D.
Cal. Dec. 19, 2011) (“[W]hile key word searching is a recognized method to winnow relevant
documents from large repositories, use of this technique must be a cooperative and informed
process.”) (citing In re Seroquel, 244 F.R.D. at 662); see also Romero v. Allstate Ins. Co., 271 F.R.D. 96,
109–10 (E.D. Pa. 2010).
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Biomet has attempted to cooperate with Plaintiffs by inviting their input into search term
selection, which Plaintiffs have declined. (Exh. H, Feb. 13, 2013 Letter from John Winter to Mark
Lanier and Exh. I, March 8, 2013 Email from Jenya Moshkovich to Richard Arsenault). At the
March 18, 2013 conference, Plaintiffs argued that they are “at quite a disadvantage” in selecting
search terms because they are “in the embryonic stages of the case” and “don’t understand the
language.” (See March 18, 2013 Tr. at 6:20–22). As the court explained in Da Silva Moore, the search
term selection process can sometimes be akin to a child’s game of ‘Go Fish,’ when the requesting
party guesses what is in the other party’s cards. See Da Silva Moore, 287 F.R.D. at 190–91 (citing
Ralph C. Losey, Child’s Game of ‘Go Fish’ is a Poor Model for e-Discovery Search, Adventures in Electronic
Discovery 209–10 (2011). Although often a concern in the beginning of discovery, here, Plaintiffs
already have almost two million of Biomet’s “cards” from which to select search terms.
4.

Technology-assisted review should not be used to increase
discovery costs.

In selecting its search terms, Biomet was mindful of their limitations, including the risk that
they may be over-or under-inclusive. See Victor Stanley, Inc. v. Creative Pipe, Inc., 250 F.R.D 251, 257
(D. Md. 2008), aff’d in part, 2010 U.S. Dist. LEXIS 144044 (D. Md. Nov. 1, 2010) (citing Sedona Best
Practices Commentary at 194–95). In an effort to balance benefit and cost, Biomet opted for overinclusiveness. This option was available because of the cost savings anticipated by replacing some of
the manual document review with technology-assisted review.
The purpose of technology-assisted review, as explained in the article cited by the Plaintiffs
at the March 15, 2013 conference, is to “provide a significant shortcut in large document reviews
and therefore a substantial cost savings.” (See Exh. J, New York Law Journal, Technology-Assisted
Review is a Promising Tool for Document Production, dated March 18, 2013 (“NYLJ Article”)).
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In this case, Biomet has already spent over $1 million on conducting predictive coding on
the 2.5+ million documents selected by search terms. (Seggebruch Decl. ¶ 16). Expanding predictive
coding to the remaining 15.5+ million documents would cost between $2 and $3.25 million more in
processing costs, (Seggebruch Decl. ¶¶ 16-17), as well as between $1 and $5 more million on review.
Requiring Biomet to use technology-assisted review on the entire collection would defeat the
purpose of electing to use it at all: a combination of narrowly-tailored search terms and traditional
manual review would be far less costly.
C.

Joint training of the predictive coding software is not required.

Jointly training predictive coding software, as Plaintiffs demand, has no basis in the Federal
Rules, case law, or Orders of this Court. Biomet already expended substantial time, effort, and
expense in training this software to identify relevant documents over the course of seven iterations.
The training, used to identify documents responsive to discovery requests served in the St. Cyr, Ching
and Winningham cases nine months ago, is equally applicable to all of the cases in the MDL because
the discovery requests in these cases and the MDL are virtually identical.
1.

Biomet’s discovery obligations are governed by the Federal
Rules regardless of search methodology.

Biomet’s discovery obligations are governed by the Federal Rules of Civil Procedure and do
not vary depending on the search methodology used. Rule 26(g)(1)(B) requires the producing party
to certify that “to the best of the person’s knowledge, information, and belief formed after a
reasonable inquiry,” its response to discovery requests is “consistent with these rules and warranted
by existing law… .” Fed. R. Civ. P. 26(g)(1)(B)(i); see also Da Silva Moore, 287 F.R.D. at 187. The duty
to make a “reasonable inquiry” is satisfied if “the investigation undertaken by the attorney and the
conclusions drawn therefrom are reasonable under the circumstances.” See Fed. R. Civ. P. 26(g)
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Advisory Committee’s Notes to 1983 Amendments; see also Mancia v. Mayflower Textile Servs. Co., 253
F.R.D. 354, 357 (D. Md. 2008).
Relatedly, Rule 34(b)(2) requires a response to each discovery request with either the
requested discovery or an objection and the reason for it. See Fed. R. Civ. P. 34(b)(2)(B)-(C). By
demanding joint re-training, Plaintiffs imply that Biomet is less capable of identifying the requested
documents with technology-assisted review than with manual document review. There is no basis
for this distinction. Both traditional manual review and technology-assisted review require similar
document reviewer training. That a portion of the technology-assisted review workflow also involves
training software is not a distinction requiring an overhaul of the entire discovery process set forth
in the Federal Rules. Biomet should not be required to change its approach unless and until
Plaintiffs can show noncompliance with the Federal Rules—which they cannot.
2.

The Federal Rules provide a mechanism for resolving relevance
disputes, which applies equally to predictive coding.

If Plaintiffs believe that Biomet has not met its discovery obligations, they have recourse
regardless of the search method applied. The mechanism for resolving discovery disputes is for the
parties to confer regarding Fed. R. Civ. P. 34 discovery requests and responsesand to move to
compel when necessary. See Fed. R. Civ. P. 37. The parties’ disagreements regarding relevance are
clear from Biomet’s discovery responses. For example, Plaintiffs requested documents relating to the
Biomet M2a-Magnum, M2a-38, M2a-Taper, M2a-Ringloc, M2a-28mm, Biomet Stanmore, and
Biomet Exceed ABT Hip Systems, while Biomet limited its responses only to the Biomet M2aMagnum and M2a-38, the devices then at issue in this MDL. (See Exh. K, Plaintiffs’ First Request
for the Production of Documents to Defendants, dated Feb. 7, 2013, Definitions ¶ 7 at 4 and Exh.
L, Defendants’ Responses to Plaintiffs’ First Request for the Production of Documents, dated Mar.
19, 2013, General Objections ¶ 2 at 2). Plaintiffs also requested broad discovery regarding Biomet’s
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interactions with foreign regulatory bodies. (See, e.g., Exh. K, Request No. 33.) Biomet responded
that it will produce such documents only to the extent they relate to device safety and investigation.
(See Exh. L, Response to Request No. 33.) If Plaintiffs believe that they are entitled to this discovery,
the mechanism for attempting to obtain it is a meet and confer that, if unsuccessful, is followed by a
motion to compel. See Fed. R. Civ. P. 37. Handling these disagreements while attempting to train the
software and involving a special discovery master to resolve these disputes on a document by
document basis, as Plaintiffs suggest, is unnecessary and will not expedite discovery or reduce costs.
3.

Biomet should not be required to produce non-relevant
documents or waive work product protections.

Rule 26(b)(1) limits the scope of discovery to “any nonprivileged matter that is relevant to
any party’s claim or defense.” In light of this fundamental rule, Plaintiffs’ demand that Biomet
produce all non-privileged documents already identified by keyword searches regardless of relevance
strains the bounds of Fed. R. Civ. P. 26(g), requiring an attorney signing a document request to
certify that it is “consistent with these rules and warranted by existing law or by a nonfrivolous
argument for extending, modifying, or reversing existing law, or for establishing new law.” Fed. R.
Civ. P. 26(g)(1)(B)(i); (See Exh. D).
Likewise, jointly training the predictive coding software, as Plaintiffs demand, would grant
Plaintiffs access to Biomet’s non-relevant documents that would not otherwise be discoverable. In
addition, requiring joint training of the predictive coding software is improper because it encroaches
on the producing party’s work product. Jointly training the predictive coding software is
indistinguishable from jointly training the producing party’s contract attorneys and associates or
jointly compiling the instruction manual for the review. With traditional manual review, neither the
Federal Rules nor any other authority requires parties to conduct joint training in this manner. There
is also no requirement to prove that the training was successful to alleviate the requesting party’s
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concerns that not all responsive documents were identified. See, e.g., Larsen v. Coldwell Banker, 2012
U.S. Dist. LEXIS 12901, at *21 (citing The Sedona Conference, The Sedona Principles: Best Practices
Recommendations & Principles for Addressing Electronic Document Production cmt. 6.a. (2d ed. 2007) (“A
producing party should not be required to undertake more heroic efforts merely because the party
seeking discovery is suspicious of the efforts undertaken by the producing party.”)). Identifying
responsive documents is typically within the producing party’s control, governed by that party’s
discovery obligations, and protected as attorney work product. See Hickman v. Taylor, 329 U.S. 495,
511 (1947); see also FDIC v. Johnson, No. 2:12-cv-00209 (KJD) (PAL), 2013 U.S. Dist. LEXIS 40092,
at *10 (D. Nev. Mar. 21, 2013) (“[a]ll searches, filters, document review, coding and tagging of
documents is the work product of the attorney and firm performing the work in the database and is
not available to any other party.”). This principle is consistent with the work product protections
created by the Supreme Court in Hickman v. Taylor:
Historically, a lawyer is an officer of the court and is bound to work for the
advancement of justice while faithfully protecting the rightful interests of his clients.
In performing his various duties, however, it is essential that a lawyer work with a
certain degree of privacy, free from unnecessary intrusion by opposing parties and
their counsel. Hickman v. Taylor, 329 U.S. at 510.
Requiring a party to produce non-relevant documents and waive work product protections
to use technology-assisted review risks deterring widespread adoption of the software and
encourages parties using it to not disclose that they are doing so. See NYLJ Article (“Whether this
transparency [in the predictive coding process] will remain a requirement is the subject of current
debate given the fact that the types of information made available in a transparent process (e.g.,
nonrelevant documents, seed sets) are generally not made available in a linear review where only the
results, not the process, are provided.”).
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Joint training of the predictive coding software is not required
by case law.

Joint training has already proved to be a costly endeavor in Da Silva Moore, an early case
involving technology-assisted review. In Da Silva Moore, the parties agreed that the training would be
conducted jointly but then could not agree on one fifth of the responsiveness calls (3,300 out of
15,000). (See Exh. M, Apr. 25, 2012 Conference Transcript before Hon. Andrew Peck at 16:25–
17:14, 20:23–21:5, Da Silva Moore v. Publisis Groupe, No. 11-cv-1279 (ALC)(AJP) (S.D.N.Y.)). These
disputes caused costly production delays, additional briefing, and court hearings.
Another example is In re Actos, a products liability multi-district litigation involving a diabetes
medication. In re Actos (Pioglitazone) Prods. Liab. Litig., MDL No. 6:11-md-2299 (W.D. La.). In Actos,
the parties agreed on, and the court entered, a comprehensive protocol for the use of technologyassisted review, which included requirements that each party select three “experts” to jointly train
the technology-assisted review software. (See Exh. N, Case Management Order: Protocol Relating to
the Production of Electronically Stored Information (“ESI”) at 7, dated July 27, 2012). The parties
in Actos elected to participate in this process. But an unwilling party, such as Biomet, should not be
required to follow the same protocol, which involves unnecessarily paying six individual “experts” to
train software that could instead be trained by one Biomet attorney that is familiar with the claims
and defenses in the litigation.
Despite Plaintiffs’ assertion that joint training is routine, of the four published cases
implementing technology-assisted review only the two described above involved joint training. In
Global Aerospace, the defendants moved for permission to use technology-assisted review or to
require plaintiffs to pay for traditional manual review. Global Aerospace, Inc. v. Landow Aviation, L.P.,
No. CL 61040, 2012 Va. Cir. LEXIS 50, at *50 (Va. Cir Ct. April 23, 2012). Plaintiffs objected,
arguing that technology-assisted review is not as effective as human review. The court permitted
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defendants to use technology-assisted review, and did not require joint training of the software.
Instead, the court gave plaintiffs an opportunity to question the “completeness of the contents of
the production or the ongoing use of technology-assisted review.” Id.
The other case using technology-assisted review, but not joint training, was Gabriel
Technologies Corp. v. Qualcomm Inc., No. 08-cv-01992, 2013 U.S. Dist. LEXIS 14105 (S.D. Cal. Feb. 1,
2013). There, the parties agreed to search terms, which, like here, were used to create a set of
potentially responsive documents that were then sorted by likelihood of responsiveness and
manually reviewed for relevance, confidentiality, and privilege. (See Exh. O, Defendants Qualcomm,
Incorporated, Snaptrack Inc., and Norman Krasner’s Motion for Attorneys’ Fees, dated October 12,
2012, at 21, filed in Gabriel Technologies Corp. v. Qualcomm Inc., No. 3:08-cv-01992 (AJB) (MDD) (S.D.
Cal.), Dkt. No. 332-1). After prevailing on the merits, defendants moved for attorneys’ fees
including technology-assisted review costs, arguing that a traditional manual review would have cost
far more. The court awarded defendants $2.8 million in vendor costs finding the “decision to
undertake a more efficient and less time-consuming method of document review to be reasonable
under the circumstances.” 2013 U.S. Dist. LEXIS 14105, at *35.
III.

BIOMET IS NOT REQUIRED TO CONDUCT DISCOVERY BY
PLAINTIFFS’ PREFERRED METHOD.
Biomet, as the producing party, is “best situated to evaluate the procedures, methodologies,

and technologies appropriate for preserving and producing their own electronically stored
information.” See The Sedona Conference, The Sedona Principles: Best Practices Recommendations &
Principles for Addressing Electronic Document Production, Principle 6 (2d ed. 2007). A court within the
Seventh Circuit recently relied upon Sedona Principle 6 in resolving a similar dispute. See Kleen Prods.,
LLC v. Packaging Corp. of Amer., No. 1:10-cv-05711, 2012 U.S. Dist. LEXIS 139632 (N.D. Ill. Sept.
28, 2012). In that case, defendants made a large document production using traditional review and
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keywords. Plaintiffs moved to compel defendants to redo the production using technology-assisted
review. Like here, plaintiffs argued that keyword searches would capture only 25%, whereas
technology-assisted

review

would

capture

75%

of

relevant

documents.

2012

U.S.

Dist. LEXIS 139632, at *17–18. Unsurprisingly, defendants argued against redoing their production,
responding that keywords are a commonly used way to find relevant documents and that their
search term methodology was tested, validated, and implemented in a manner that is consistent with
the case law. Id.
The court conducted a hearing with testimony from multiple witnesses for each side,
including discovery vendors and experts. At the end, Magistrate Judge Nolan directed the parties to
consider Sedona Principle 6 and urged them to find a manner to refine or supplement defendants’
keyword searches in a way that provides the plaintiffs with reasonable assurance that they are
receiving a high percentage of responsive documents without requiring defendants to start over.
2012 U.S. Dist. LEXIS 139632, at *18–19. The plaintiffs eventually agreed to withdraw their
demand that defendants apply technology-assisted review on documents collected in response to
discovery requests served before October 2013, and to meet and confer regarding the appropriate
search methodology for documents requested thereafter. Id. at 19.
Here, Biomet already has attempted to provide Plaintiffs with the types of reasonable
assurances urged in Kleen Products. Although not obligated to do so, Biomet offered Plaintiffs several
ways to participate in the technology-assisted review process during the parties’ meet and confers.
To address Plaintiffs’ concerns in a manner that does not require restarting discovery, Biomet
offered to add relevant documents provided by Plaintiffs to the data set and use them to train the
predictive coding software in the remaining iterations. Biomet also offered to produce a random
sample of non-responsive documents and the null set sample used to evaluate the effectiveness of
Biomet’s search terms, and to use any responsive documents that were missed to train the predictive
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coding software in the remaining iterations. In addition, Biomet offered to share the recall (the
proportion of relevant documents identified during a review) and precision (the proportion of
identified documents that are relevant) of the search and review process upon completing the
iterative review and meet and confer regarding whether these rates are sufficient or require
continuing review.
These compromises should have been sufficient to provide Plaintiffs and their vendor,
Douglas Forrest, who specializes in “validation methodology for Defense-side use of predictive
coding for their productions—in other words, keeping them honest,” with reasonable assurance
that they are receiving a high percentage of responsive documents. (See Exh. P, webpage titled Meet
Plaintiff eDiscovery Expert Douglas E. Forrest, Esq., available at http://www.ilsteam.com/
about/leadership-team/doug-forrest/ (last visisted April 1, 2013)). But Plaintiffs have declined these
offers and continue to insist that Biomet restart discovery and conduct it in Plaintiffs’ preferred way.
Biomet should not be required to do so. As the producing party, which is presumed to “bear the
expense of complying with discovery requests,” Biomet should also be permitted, as provided by
Sedona Principle 6, to “evaluate the procedures, methodologies, and technologies appropriate for …
producing their own electronically stored information.” See Grant v. Homier, No. 3:07-cv-00116
(JVB), 2007 U.S. Dist. LEXIS 63083, at *13 (N.D. Ind. Aug. 24, 2007).
IV.

THE BURDEN OF STARTING OVER IS NOT PROPORTIONAL TO
THE BENEFIT.
The goal of the Federal Rules of Civil Procedure is to “secure the just, speedy, and

inexpensive determination of every action and proceeding.” Fed. R. Civ. P. 1. To achieve this goal,
discovery should be guided by the Fed. R. Civ. P. 26(b)(2) principle of proportionality, which
provides that a court must limit discovery that may otherwise be allowed if it determines that “the
burden or expense of the proposed discovery outweighs its likely benefit, considering the needs of
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the case, the amount in controversy, the parties’ resources, the importance of the issues at stake in
the action, and the importance of the discovery in resolving the issues.” Fed. R. Civ. P.
26(b)(2)(C)(iii); see also Kleen Prods., 2012 U.S. Dist. LEXIS 139632, at *29 (citing In re IKB Deutsche
Industriebank AG, No. 09-cv-07582, 2010 U.S. Dist. LEXIS 35924, at *15 (N.D. Ill. Apr. 8, 2010)
(“The Rule 26 proportionality test allows the Court to limit discovery if it determines that
the burden of the discovery outweighs its benefit.”)).
“The ‘metrics’ set forth in Rule 26(b)(2)(C)(iii) provide courts significant flexibility and
discretion to assess the circumstances of the case and limit discovery accordingly to ensure that the
scope and duration of discovery is reasonably proportional to the value of the requested
information, the needs of the case, and the parties’ resources.” Tamburo v. Dworkin, No. 04-cv-03317,
2010 U.S. Dist. LEXIS 121510, at * 7 (N.D. Ill. Nov. 17, 2010) (citing The Sedona Conference, The
Sedona Conference Commentary on Proportionality in Electronic Discovery, 11 Sedona Conf. J. 289, 294
(2010)); see also Takacs v. Union County, No. 08-cv-00711 (KSH) (MAS), 2009 U.S. Dist. LEXIS
87632, at *3 (D.N.J. Sept. 14, 2009) (“The purpose of this rule of proportionality is to guard against
redundant or disproportionate discovery by giving the court authority to reduce the amount of
discovery that may be directed to matters that are otherwise proper subjects of inquiry.”)
Plaintiffs assert that this dispute is procedurally within the scope of the Stipulated Order
Regarding Production Format of Parties’ Electronically Stored Information, which provides that
“the parties’ computer experts will informally cooperate to discuss procedures or protocols to
facilitate the identification, retrieval and production of computerized information.” (See March 18,
2013 Tr. at 5:1–12 (citing Case Management Order, Exh. B, Principles Relating to the Discovery of
Electronically Stored Information, at 15)). This clause is inapplicable here, however, because
Plaintiffs’ proposal directly contradicts its purpose, which is to “expedite discovery of relevant
electronic evidence and reduce costs.” Id.
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Fed. R. Civ. P. 26(b)(1) explicitly recognizes that all discovery is subject to the
proportionality limitations imposed by Rule 26(b)(2)(C). This provision is further underscored by
Principle

1.03

of

the

Seventh

Circuit

Pilot

Program,

which

emphasizes

that

this proportionality standard “should be applied in each case when formulating a discovery plan”
and that “[t]o further the application of the proportionality standard in discovery, requests for
production of ESI and related responses should be reasonably targeted, clear, and as specific as
practicable.” See Case Management Order, Exh. A, Principles Relating to the Discovery of
Electronically Stored Information, Principle 1.03.
The party opposing discovery has the burden of showing why the requested discovery
should not be permitted. See Countryman v. Cmty. Link Fed. Credit Union, No. 1:11-cv-00136, 2012 U.S.
Dist. LEXIS 47681, at *6 (N.D. Ind. Apr. 3, 2012) (citing Graham v. Casey’s Gen. Stores, 206 F.R.D.
251, 254 (S.D. Ind. 2002); see also Fed. R. Civ. P. 26, Advisory Committee Notes, 2006 Amendment,
Subdivision (b)(2). Once the resisting party meets its burden, it shifts to the requesting party to show
that the information is relevant and necessary. Conn. General Life Ins. Co. v. Earl Scheib, Inc., No. 11-cv00788, 2013 U.S. Dist. LEXIS 16234, at *4 (S.D. Cal. Feb. 6, 2013).
Here, the burden of spending up to $8 million in costs and additional fees and delaying
discovery by over a year far outweighs the benefit of running predictive coding on the entire
collection, particularly when the 15.5+ million documents at issue only contain several thousand
relevant documents. (Clark Decl. ¶ 13); see. e.g., Adair v. EQT Prod. Co., No. 1:10-cv-00037, 2012 U.S.
Dist. LEXIS 75132, at *12 (W.D. Va. May 31, 2012) (“the court may consider the cost of review of
ESI for privileged or responsive information in deciding whether discovery imposes an undue
burden or cost on a responding party”); Rodriguez-Torres v. Gov’t Dev. Bank of P.R., 265 F.R.D. 40, 44
(D.P.R. 2010) (finding that the ESI requested is not reasonably accessible because of the undue
burden and cost of production and review); Sedona Proportionality Principles, Principle 4
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(“Extrinsic information and sampling may assist in the analysis of whether requested discovery is
sufficiently important to warrant the potential burden or expense of its production.”). Any benefit
Plaintiffs receive from this discovery would be far outweighed by the burden on Biomet to process,
review, and produce these documents. See, e.g., In re FedEx Ground Package Sys. Emp’t Practices Litig.,
No. 3:05-md-00527, 2007 U.S. Dist. LEXIS 16205, at *17 (N.D. Ind. Mar. 5, 2007) (citing Sabratek
Liquidating LLC v. KPMG LLP, No. 01-cv-09582, 2002 U.S. Dist. LEXIS 21858, at * (N.D. Ill.
2002) (indicating discovery request will not be allowed where it potentially results in large scale
production)); Takacs v. Union County, 2009 U.S. Dist. LEXIS 87632, at *3 (“while discovery and
relevance may be broad, it is not boundless”).
Given the low responsiveness rate of the documents at issue, Plaintiffs cannot show good
cause for requesting a technology-assisted review of these documents, as required by Fed. R. Civ. P.
26(b)(2)(B). See, e.g., Larsen vs. Coldwell Banker, 2012 U.S. Dist. LEXIS 12901 (C.D. Ca. Feb. 2, 2012)
(denying plaintiffs’ motion to compel re-production because plaintiffs failed to prove that the
defendants e-discovery efforts were unreasonable). “Courts should not countenance fishing
expeditions simply because the party resisting discovery can afford to comply.” Gen. Steel Domestic
Sales, LLC v. Chumley, No. 10-cv-01398, 2011 U.S. Dist. LEXIS 63803, at *9 (D. Colo. June 15,
2011); Thermal Design, Inc. v. Guardian Bldg. Prods., No. 08-cv-00828, 2011 U.S. Dist. LEXIS 50108, at
*2–5 (E.D. Wis. Apr. 20, 2011) (same).
If Plaintiffs believe that the less than 1.5% of relevant documents within the 15.5+ million
are indispensable, they should be required to pay for the processing, predictive coding, review and
production costs that will be required to find them. See Grant v. Homier, 2007 U.S. Dist. LEXIS
63083, at *13 (“when the request violates the Fed. R. Civ. P. 26(b)(2)(C) proportionality test, the
Court may condition discovery on the requesting party’s payment of costs for production”); see also
Rowe Entm’t, Inc. v. William Morris Agency, Inc., 205 F.R.D. 421, 428 (S.D.N.Y. 2002).
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Cost shifting is particularly applicable in an asymmetrical litigation like this MDL, when the
Plaintiffs have few, if any, documents, while Defendants have millions. See Boeynaems v. La Fitness
Int’l, 285 F.R.D. 331, 335 (E.D. Pa. 2012) (“economic motivation and fairness are relevant factors in
determining cost shifting of disputed discovery burdens”) (citing legal literature and treatises
regarding cost allocation in asymmetrical cases). As noted by the Plaintiffs’ e-discovery vendor, “if
you don’t have very much to produce, and your needs center on how to digest and make productive
use of the materials being produced to you, everything changes.” (See Exh. G, Asymmetrical Plaintiffs
Can Hit the eDiscovery Sweet Spot). Cost shifting would realign the parties’ incentives to expedite
discovery of relevant documents and reduce costs.
CONCLUSION
Over the past year, Biomet has conducted discovery in a reasonable, effective, and
transparent manner. Restarting discovery now is unnecessary, prohibitively expensive, and
inconsistent with the purpose of an MDL.
Dated: April 4, 2013

/s/ Erin Linder Hanig
John D. LaDue
Erin Linder Hanig
LADUE CURRAN & KUEHN LLC
200 First Bank Building
205 West Jefferson Boulevard
South Bend, IN 46601
Tel: (574) 968-0760
Email: jladue@lck-law.com
Email: ehanig@lck-law.com
John D. Winter
Jenya Moshkovich
PATTERSON BELKNAP WEBB & TYLER LLP
1133 Avenue of the Americas
New York, New York 10036
Tel: (212) 336-2000
Email: jwinter@pbwt.com
Email: jmoshkovich@pbwt.com
Attorneys for Defendants
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I certify that on April 4, 2013, I electronically filed the foregoing document with the Clerk of the
Court using the CM/ECF system, which provided electronic service upon all counsel of record.
/s/ Erin Linder Hanig
Erin Linder Hanig (29113-71)
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EXHIBIT A
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Jenya Moshkovich

August 15, 2012

Associate
(212) 336-2881
Direct Fax (212) 336-2966
jmoshkovich@pbwt.com

By FedEx
Robert E. Godosky, Esq.
Godosky & Gentile, P.C.
61 Broadway, Suite 2010
New York, NY 10006
Re:

Faber v. Biomet, et al.

Dear Mr. Godosky:
In further response to Plaintiff’s discovery requests, enclosed please find an
encrypted hard drive with Biomet’s second document production.
This production contains 40,877 documents, and 85,718 pages. The Bates range is
BMT-MM00036563 – BMT-MM00122280.
This production contains documents that are protected by the parties’ stipulated
Protective Order.
We will send you the password and decryption instructions by email. We also
included the decryption instructions with this letter.
By way of background regarding the collection, review and production of Biomet’s
custodial files: Hardcopy and electronic documents have been collected from 28 employees1 as well
as from centralized data sources.2 The collected electronic documents were processed by a thirdparty electronic discovery vendor that performed de-duplication across all sources (i.e., global deduplication), and then filtered the data using search terms.3 The resulting documents and
corresponding family members were prepared for review.
To identify relevant documents in a faster and more cost-effective manner,
defendants employed the vendor’s computer-assisted review technology. To begin, an attorney with
knowledge of the case reviewed an initial subset of the collected electronic documents, including the
documents included in Biomet’s first document production. Using the attorney’s coding decisions,
the software analyzed the unreviewed electronic documents and suggested the next potentiallyrelevant set of documents for review. These documents were reviewed by a number of attorneys.
1

A list of the custodians collected from is attached as Exhibit A.
A list of the centralized data sources collected from is attached as Exhibit B.
3
A list of the search terms used is attached as Exhibit C.
2
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August 15, 2012
Page 2
Upon completion of the review, the software again analyzed the attorneys’ coding decisions and
provided the next set of documents for review. The process was then repeated.
The enclosed document production includes responsive documents identified in the
first two iterations, along with their complete "families." The production does not include privileged
documents or documents containing information protected by the Health Insurance Portability and
Accountability Act (HIPAA). Privileged documents will be withheld and identified on a privilege log
at the completion of the document review. Partially-privileged documents and documents containing
protected health information will be redacted and produced at a later date.
Defendants anticipate making additional productions with documents from
subsequent iterations during the next sixty to ninety days.

Sincerely yours,

Jenya Moshkovich
Enclosures
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Exhibit A
Custodians

Custodians

Title

1

Alexander, Sue

Corporate Communications Specialist

2

Akers, Barb

Regulatory Affairs Compliance Manager

3

Beres, Ken

Project Manager

4

Berry, Gabe

Medical Education Manager

5

Bollinger, Mark

Product Development Engineer II

6

Buchman, Craig

Regulatory Affairs Compliance Director

7

Durgin, Bob

Corp Sr VP Global Quality/Clinical Affairs/Regulatory

8

Clouse, Laura

Marketing Communications Manager

9

Hankee, Keli

Clinical Affairs Manager

10

Glock, Jeff

Commercialization Director

11

Goslee, Barb

Investor Relations Director

12

Hardesty, Mary (Mary Johnson)

Returns Warehouse Team Lead

13

Hershberger, Troy

PMI Patient Matched Product VP

14

Johnson, Tracy

Project Manager

15

Kolter, Bill

Corporate Communications VP

16

Lancaster, Jim

Hips General Manager & VP

17

Nash, Seth

Product Management Director

18

Naylor, Malcolm

Principal Research Scientist

19

Ronk, Rob

Research Vice President

20

Schenck, Russell

Clinical Operations Director

21

Schroeder, Dave

Research Vice President

22

Serbousek, Jon

Biomet Ortho President

23

Susaraba, John

Commercialization VP

24

Smith, Kym

Senior Product Manager, Limb Salvage and PMI

25

Whitaker, Lynette

Global Regulatory Affairs VP

26

White, John

Principal Engineer

27

White, Rex

Regulatory Affairs VP Regulatory Compliance & Quality Assurance

28

Xie, Jing

Global Research VP
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Exhibit B
Shared Data Sources

Source

Type

1

\Regulatory_Compliance\

Shared network drive

2

\Clinical_Research\

Shared network drive

3

\Design Master Files\

Shared network drive

4

\Appliedtech\

Shared network drive

5

\CS_Final_Files\

Shared network drive

6

\CS_Shared_Resources\

Shared network drive

7

Novo Solutions

Shared electronic database

8

ETQ

Shared electronic database

9

Lotus Notes

Shared electronic database

10

Biomet Websites

Electronic documents

11

Corrective Action Department

Hard copy departmental files

12

Hip Engineering Group

Hard copy departmental files

13

Hip Engineering (Design History Files)

Hard copy departmental files

14

Clinical Affairs

Hard copy departmental files
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Search Terms

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49

Terms
"Metal"
M2a*
"M-M"
"MoM"
"Metal on Metal"
"Metal-on-Metal"
"Co-Cr-Mo"
"CoCrMo"
Cobalt and Chromium
"All Metal Hip"
Magnum*
M2a* pre/1 Magnum*
M2a* pre/1 acetabular pre/1 system*
M2a* pre/1 Taper*
M2a* pre/1 Ringloc*
M2a* pre/1 38*
M2a* pre/1 28*
"Metal on Metal articulation"
"Metal-on-metal articulation"
Pseudotumor*
Pseudo pre/1 tumor*
Tumor*
"Metallosis"
"Cancer"
"Cobaltism"
Metal /2 ion*
"Debris"
Tissue /2 damage*
Tissue /2 necrosis
Bone /2 loss
Hypersensitiv*
Metal /2 reaction
Metal /2 poison*
Metal /2 toxic*
Revision*
Joint pre/1 Registr*
"NJR"
"Stanmore"
"Exceed ABT"
Recap*
K993438
K003363
K002379
K011110
K042037
K042841
K062995
K061423
K082446

Type

510(k) numbers
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Exhibit C
Search Terms
50
51
52
53
54
55
56
57
58
59
60
61
62
63
64
65
66
67
68
69
70
71
72
73
74
75
76
77
78
79
80
81
82
83
84
85
86
87
88
89
90
91
92
93
94
95
96
97
98
99
100
101

K113271
HP /4 59
HP /4 103
HP /4 168
HP /4 169
HP /4 183
HP /4 184
HP /4 190
HP /4 222
HP /4 224
HP /4 226
HP /4 229
HP /4 231
HP /4 232
HP /4 243
HP /4 266
130818
130819
130820
130821
130822
130823
130824
130825
130826
130827
130829
130830
130831
130832
130833
130834
130835
130836
130837
139251
139260
139260
139262
139262
139263
157438
157438
157440
157440
157500
164116
164117
164118
164119
164120
173136

Design History File project numbers

Metal-on-metal device part numbers
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Exhibit C
Search Terms
102
103
104
105
106
107
108
109
110
111
112
113
114
115
116
117
118
119
120
121
122
123
124
125
126
127
128
129
130
131
132
133
134
135
136
137
138
139
140
141
142
143
144
145
146
147
148
149
150
151
152
153

173137
173138
173139
173140
430996
435014
595198
200200001
200200044
200200046
200200048
200200050
200200052
200200054
200200056
200200058
200200060
200401018
200401019
200401020
200401021
200401022
200401023
11-131002
11-131003
11-131003
11-131004
11-131005
11-131005
11-131006
11-131006
11-131007
11-131007
11-131008
11-131008
11-131012
11-131013
11-131014
11-131015
11-131016
11-131022
11-131022
11-131023
11-131023
11-131024
11-131024
11-131025
11-131025
11-131026
11-131026
11-131027
11-131028
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Exhibit C
Search Terms
154
155
156
157
158
159
160
161
162
163
164
165
166
167
168
169
170
171
172
173
174
175
176
177
178
179
180
181
182
183
184
185
186
187
188
189
190
191
192
193
194
195
196
197
198
199
200
201
202
203
204
205

11-163661
11-163662
12-044628
12-044828
12-045028
12-045228
12-045428
12-045628
12-045828
12-046028
12-046228
12-046428
12-046628
12-046828
12-047028
12-054628
12-054828
12-055028
12-055228
12-055428
12-055628
12-055828
12-056028
12-056228
12-056428
12-056628
12-056828
12-057028
12-064628
12-064828
12-065028
12-065228
12-065428
12-065628
12-065828
12-066028
12-066228
12-066428
12-066628
12-066828
12-067028
12-131002
12-131002
12-131003
12-131003
12-131004
12-131004
12-131005
12-131005
12-131006
12-131006
12-131007
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Exhibit C
Search Terms
206
207
208
209
210
211
212
213
214
215
216
217
218
219
220
221
222
223
224
225
226
227
228
229
230
231
232
233
234
235
236
237
238
239
240
241
242
243
244
245
246
247
248
249
250
251
252
253
254
255
256
257

12-131007
12-131008
12-131008
12-131022
12-131022
12-131024
12-131024
12-131025
12-131025
12-131026
12-131026
12-131027
12-131027
12-131028
12-131028
13-131023
13-131023
14-380352S
15-104048
15-104048
15-104050
15-104050
15-104052
15-104052
15-104058
15-104058
15-104060
15-104060
15-104062
15-104062
15-104064
15-104064
15-104066
15-104066
15-104070
15-104070
15-104082
15-104084
15-104088
15-104088
15-104090
15-104090
15-104092
15-104092
15-104094
15-104094
15-104096
15-104096
15-104098
15-104098
15-104100
15-104100
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Exhibit C
Search Terms
258
259
260
261
262
263
264
265
266
267
268
269
270
271
272
273
274
275
276
277
278
279
280
281
282
283
284
285
286
287
288
289
290
291
292
293
294
295
296
297
298
299
300
301
302
303
304
305
306
307
308
309

15-105002
15-105002
15-105032
15-105100
15-105100-X
15-106046HA
15-106048HA
15-106050HA
15-106052HA
15-106054HA
15-106056HA
15-106058HA
15-106060HA
15-106062HA
15-106064HA
15-106066HA
15-106068HA
15-106070HA
200401M2A
31-103610M
31-103612M
31-103614M
31-103616M
31-103618
31-103620
31-103640
31-103640M
31-103641
31-103642
31-103642M
31-103643
31-103644
31-103644M
31-103645
31-103646
31-103646M
31-103647
31-103648
31-105100
31-131042
31-131046
31-131048
31-131050
31-131052
31-131054
31-157944
31-157946
31-157948
31-157950
31-157952
31-157954
31-157956
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Exhibit C
Search Terms
310
311
312
313
314
315
316
317
318
319
320
321
322
323
324
325
326
327
328
329
330
331
332
333
334
335
336
337
338
339
340
341
342
343
344
345
346
347
348
349
350
351
352
353
354
355
356
357
358
359
360
361

31-157958
31-157960
31-157962
31-157964
31-157966
31-3803551
31-3803552
31-3803553
31-3803554
31-3803555
31-473100
31-600195
31-600196
31-600342
31-600343
31-600344
31-600345
31-600346
31-600347
31-600348
31-600375
31-600376
31-600381
31-600473
61-301000
61-301001
61-301002
650-0130
650-0131
650-0132
9901B91
9901B92
9901M41
9901M42
9901M48
9901M50
9901M51
9901M52
9901M60
CP118862
CP118864
CP118866
CP118868
CP118870
CP486900
CP487000
CP489500
CP490300
CP490400
CP490500
CP490600
CP490700
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Exhibit C
Search Terms
362
363
364
365
366
367
368
369
370
371
372
373
374
375
376
377
378
379
380
381
382
383
384
385
386
387
388
389
390
391
392
393
394
395
396
397
398
399
400
401
402
403
404
405
406
407
408
409
410
411
412
413

CP490800
CP490900
CP491000
CP491200
CP491300
CP491400
CP491500
CP491600
CP491700
CP491800
CP491900
CP492000
CP492100
CP492200
CP492300
CP492400
CP492500
CP492600
CP493600
CP497100
CP497200
CP497500
CP508400
FN12504
RD118848
RD118850
RD118852
RD118854
RD118854S
RD118856
RD118858
RD118860
RD118862
RD118866
RD118946
RD118948
RD118950
RD118952
RD118954
RD118956
RD118958
RD118960
RD118962
RD118964
RD118966
RD118968
RD118970
RD119048
RD201048
RD201050
RD201052
RD201054
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Exhibit C
Search Terms
414
415
416
417
418
419
420
421
422
423
424
425
426
427
428
429
430
431
432
433
434
435
436
437
438
439
440
441
442
443
444
445
446
447
448
449
450
451
452
453
454
455
456
457
458
459
460
461
462
463
464
465

RD201056
RD201058
RD201060
RD201062
RD201064
RD201066
RD201068
RD201070
S001128
S001132
S001136
S001138
S031128
S031132
S031136
S031138
S061128
S061132
S061136
S061138
S091140
S121128
S121132
S121136
S121138
S121140
S121140
S313131-10
S331128
S331132
S331136
S331138
S661128
S661132
S661136
S661138
S991128
S991132
S991136
S991138
S-991138
STRM.COTILE
STRUM.M2A38
TUTOR024
UK31-173738
UK31-173740
UK31-173742
UK31-173744
UK31-173746
UK31-173748
UK31-173750
UK31-173752
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Exhibit C
Search Terms
466
467
468
469
470
471
472
473
474
475
476
477
478
479
480
481
482
483
484
485
486
487
488
489
490
491
492
493
494
495
496
497
498
499
500
501
502
503
504
505
506
507
508
509
510
511
512
513
514
515
516
517

UK31-173754
UK31-173756
UK31-173758
UK31-173760
UK-S313134
US31-167844
US31-167846
US31-167848
US31-167850
US31-167852
US31-167854
US31-167856
US31-167858
US31-167860
US31-167862
US31-167864
US31-167866
US31-173660
US31-173661
US31-173662
US31-173663
US31-173664
US31-173665
US31-173666
US31-173738
US31-173740
US31-173742
US31-173744
US31-173746
US31-173748
US31-173750
US31-173752
US31-173754
US31-173756
US31-173758
US31-173760
US31-177941
US31-177943
US31-177945
US31-177947
US31-177949
US31-177951
US31-177953
US31-177955
US31-177957
US31-177959
US31-177961
US31-177963
US31-177965
US31-177967
US31-177969
US31-177971
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Exhibit C
Search Terms
518
519
520
521
522
523
524
525
526
527
528
529
530
531
532
533
534
535
536
537
538
539
540
541
542
543
544
545
546
547
548
549
550
551
552
553
554
555
556
557
558
559
560
561
562
563
564
565
566
567
568
569

US31-177973
US31-177975
US31-177977
US31-177979
US31-482590
US31-482591
US31-482592
US31-482593
US31-482594
US31-482595
US31-482596
139252
1392-52-00
139252
1392-52-00
139254
1392-54-00
139254
1392-54-00
139256
1392-56-00
139256
1392-56-00
139258
1392-58-00
139258
1392-58-00
139259
1392-59-00
139261
1392-61-00
139264
1392-64-00
139264
1392-64-00
139266
1392-66-00
139266
1392-66-00
139268
1392-68-00
139268
1392-68-00
139270
1392-70-00
139270
1392-70-00
139272
1392-72-00
139272
1392-72-00
139274
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Exhibit C
Search Terms
570
571
572
573
574
575
576
577
578
579
580
581
582
583
584
585
586
587
588
589
590
591
592
593
594
595
596
597
598
599
600
601
602
603
604
605
606
607
608
609
610
611
612
613
614
615
616
617
618
619
620
621

1392-74-00
139274
1392-74-00
173133
1731-33-00
173134
1731-34-00
173135
1731-35-00
239252
2392-52-00
239252
2392-52-00
239254
2392-54-00
239254
2392-54-00
239256
2392-56-00
239258
2392-58-00
239260
2392-60-00
239262
2392-62-00
239264
2392-64-00
239264
2392-64-00
239266
2392-66-00
239266
2392-66-00
239268
2392-68-00
239270
2392-70-00
239272
2392-72-00
239274
2392-74-00
595206
595206
595207
595207
11-163660
11-1636-60-00
11-163663
11-1636-63-00
11-163664
11-1636-64-00
11-163665
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Exhibit C
Search Terms
622
623
624
625
626
627
628
629
630
631
632
633
634
635
636
637
638
639
640
641
642
643
644
645
646
647
648
649
650
651
652
653
654
655
656
657
658
659
660
661
662
663
664
665
666
667
668
669
670
671
672
673

11-1636-65-00
11-163666
11-1636-66-00
11-163667
11-1636-67-00
11-163668
11-1636-68-00
11-163669
11-1636-69-00
11-163670
11-1636-70-00
11-163671
11-1636-71-00
11-163672
11-1636-72-00
11-163673
11-1636-73-00
11-163676
11-1636-76-00
11-163676
11-1636-76-00
11-163677
11-1636-77-00
11-163677
11-1636-77-00
11-163678
11-1636-78-00
11-163678
11-1636-78-00
11-163679
11-1636-79-00
11-163679
11-1636-79-00
11-163680
11-1636-80-00
11-163680
11-1636-80-00
11-163681
11-1636-81-00
11-163681
11-1636-81-00
11-163682
11-1636-82-00
11-163682
11-1636-82-00
11-163686
11-1636-86-00
11-163686
11-1636-86-00
11-163687
11-1636-87-00
11-163687
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case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
674
675
676
677
678
679
680
681
682
683
684
685
686
687
688
689
690
691
692
693
694
695
696
697
698
699
700
701
702
703
704
705
706
707
708
709
710
711
712
713
714
715
716
717
718
719
720
721
722
723
724
725

11-1636-87-00
11-163688
11-1636-88-00
11-163688
11-1636-88-00
11-163689
11-1636-89-00
11-163689
11-1636-89-00
11-163690
11-1636-90-00
11-163690
11-1636-90-00
11-163691
11-1636-91-00
11-163691
11-1636-91-00
11-163692
11-1636-92-00
11-163692
11-1636-92-00
11-173661
11-1736-61-00
11-173661
11-1736-61-00
11-173662
11-1736-62-00
11-173662
11-1736-62-00
11-173662S
11-1736-62-S
11-173663
11-1736-63-00
11-173663
11-1736-63-00
11-173664
11-1736-64-00
11-173664
11-1736-64-00
11-173665
11-1736-65-00
11-173665
11-1736-65-00
12-131013
12-1310-13/18-00
12-131014
12-1310-13/18-00
13-131003
13-1310-03/08-00
13-131003
13-1310-03/08-00
13-131004
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Exhibit C
Search Terms
726
727
728
729
730
731
732
733
734
735
736
737
738
739
740
741
742
743
744
745
746
747
748
749
750
751
752
753
754
755
756
757
758
759
760
761
762
763
764
765
766
767
768
769
770
771
772
773
774
775
776
777

13-1310-03/08-00
13-131004
13-1310-03/08-00
13-131005
13-1310-03/08-00
13-131005
13-1310-03/08-00
13-131006
13-1310-03/08-00
13-131006
13-1310-03/08-00
13-131007
13-1310-03/08-00
13-131008
13-1310-03/08-00
13-131022
13-1310-22-00
13-131022
13-1310-22-00
13-131024
13-1310-23/28-00
13-131024
13-1310-23/28-00
13-131025
13-1310-23/28-00
13-131025
13-1310-23/28-00
13-131026
13-1310-23/28-00
13-131026
13-1310-23/28-00
13-131027
13-1310-23/28-00
13-131027
13-1310-23/28-00
13-131028
13-1310-23/28-00
13-131028
13-1310-23/28-00
14-380351
14-3803-51-00
14-380351
14-3803-51-00
14-380352
14-3803-52-00
14-380352
14-3803-52-00
14-380353
14-3803-53-00
14-380353
14-3803-53-00
14-380354
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Exhibit C
Search Terms
778
779
780
781
782
783
784
785
786
787
788
789
790
791
792
793
794
795
796
797
798
799
800
801
802
803
804
805
806
807
808
809
810
811
812
813
814
815
816
817
818
819
820
821
822
823
824
825
826
827
828
829

14-3803-54-00
14-380354
14-3803-54-00
14-380355
14-3803-55-00
14-380355
14-3803-55-00
15-105000
15-1050-00-00
15-105000
15-1050-00-00
15-105004
15-1050-04-00
15-105004
15-1050-04-00
15-105011
15-1050-11-00
15-105011
15-1050-11-00
15-105022
15-1050-22-00
15-105022
15-1050-22-00
15-105044
15-1050-44-00
15-105044
15-1050-44-00
31-103633
31-1036-33-00
31-103637
31-1036-37-00
31-103718
31-1037-18-00
31-103805
31-1038-05-00
31-103810
31-1038-10-00
31-105048
31-1050-48-00
31-105050
31-1050-50-00
31-105052
31-1050-52-00
31-105054
31-1050-54-00
31-105056
31-1050-56-00
31-105058
31-1050-58-00
31-105060
31-1050-60-00
31-105062
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case 3:12-md-02391-RLM-CAN document 346-2
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Search Terms
830
831
832
833
834
835
836
837
838
839
840
841
842
843
844
845
846
847
848
849
850
851
852
853
854
855
856
857
858
859
860
861
862
863
864
865
866
867
868
869
870
871
872
873
874
875
876
877
878
879
880
881

31-1050-62-00
31-105064
31-1050-64-00
31-105066
31-1050-66-00
31-105068
31-1050-68-00
31-105070
31-1050-70-00
31-139255
31-1392-55-00
31-158000
31-1580-00-00
31-158958-02
31-1589-58-02
31-167844
31-1678-44/66-00
31-167846
31-1678-44/66-00
31-167848
31-1678-44/66-00
31-167850
31-1678-44/66-00
31-167852
31-1678-44/66-00
31-167854
31-1678-44/66-00
31-167856
31-1678-44/66-00
31-167858
31-1678-44/66-00
31-167860
31-1678-44/66-00
31-167862
31-1678-44/66-00
31-167864
31-1678-44/66-00
31-167866
31-1678-44/66-00
31-173660
31-1736-60-00
31-173661
31-1736-61-00
31-173662
31-1736-62-00
31-173663
31-1736-63-00
31-173664
31-1736-64-00
31-173665
31-1736-65-00
31-173666
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Search Terms
882
883
884
885
886
887
888
889
890
891
892
893
894
895
896
897
898
899
900
901
902
903
904
905
906
907
908
909
910
911
912
913
914
915
916
917
918
919
920
921
922
923
924
925
926
927
928
929
930
931
932
933

31-1736-66-00
31-173738
31-1737-38/60-00
31-173740
31-1737-38/60-00
31-173742
31-1737-38/60-00
31-173744
31-1737-38/60-00
31-173746
31-1737-38/60-00
31-173748
31-1737-38/60-00
31-173750
31-1737-38/60-00
31-173752
31-1737-38/60-00
31-173754
31-1737-38/60-00
31-173756
31-1737-38/60-00
31-173758
31-1737-38/60-00
31-173760
31-1737-38/60-00
31-380351
31-3803-51-00
31-380352
31-3803-52-00
31-380353
31-3803-53-00
31-380354
31-3803-54-00
31-380355
31-3803-55-00
31-473050
31-4730-50-00
31-473051
31-4730-51-00
31-473052
31-4730-52-00
31-473053
31-4730-53-00
31-473054
31-4730-54-00
31-473055
31-4730-55-00
31-473056
31-4730-56-00
31-476948-02
31-4769-48-02
31-482590
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Search Terms
934
935
936
937
938
939
940
941
942
943
944
945
946
947
948
949
950
951
952
953
954
955
956
957
958
959
960
961
962
963
964
965
966
967
968
969
970
971
972
973
974
975
976
977
978
979
980
981
982
983
984
985

31-4825-90/96-00
31-482591
31-4825-90/96-00
31-482592
31-4825-90/96-00
31-482593
31-4825-90/96-00
31-482594
31-4825-90/96-00
31-482595
31-4825-90/96-00
BH400138
BH-4001-38-00
BH400140
BH-4001-40-00
BH400238
BH-4002-38-00
BH400240
BH-4002-40-00
BH400338
BH-4003-38-00
BH400340
BH-4003-40-00
BH400438
BH-4004-38-00
BH400440
BH-4004-40-00
BH400538
BH-4005-38-00
BH400540
BH-4005-40-00
BH400638
BH-4006-38-00
BH400640
BH-4006-40-00
CP454800
CP-45-4800/4804-00
CP458003
CP-45-8002/8005-00
CP458004
CP-45-8002/8005-00
CP460000
CP-46-0000-00
S001140
S-0011-40-00
S001140
S-0011-40-00
S031140
S-0311-40-00
S031140
S-0311-40-00
S061140
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Search Terms
986
987
988
989
990
991
992
993
994
995
996
997
998
999
1000
1001
1002
1003
1004
1005
1006
1007
1008
1009
1010
1011
1012
1013
1014
1015
1016
1017
1018
1019
1020
1021
1022
1023
1024
1025
1026
1027
1028
1029
1030
1031
1032
1033
1034
1035
1036
1037

S-0611-40-00
S061140
S-0611-40-00
S313131-09
S-3131-31-09
S331140
S-3311-40-00
S331140
S-3311-40-00
S661140
S-6611-40-00
S661140
S-6611-40-00
S991140
S-9911-40-00
S991140
S-9911-40-00
157442
1574-42-02
1574-42-00
157442
1574-42-02
1574-42-00
157444
1574-44-02
1574-44-00
157444
1574-44-02
1574-44-00
157446
1574-46-02
1574-46-00
157446
1574-46-02
1574-46-00
157448
1574-48-02
1574-48-00
157448
1574-48-02
1574-48-00
157450
1574-50-02
1574-50-00
157450
1574-50-02
1574-50-00
157452
1574-52-02
1574-52-00
157452
1574-52-02

filed 04/04/13 page 25 of 39

case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1038
1039
1040
1041
1042
1043
1044
1045
1046
1047
1048
1049
1050
1051
1052
1053
1054
1055
1056
1057
1058
1059
1060
1061
1062
1063
1064
1065
1066
1067
1068
1069
1070
1071
1072
1073
1074
1075
1076
1077
1078
1079
1080
1081
1082
1083
1084
1085
1086
1087
1088
1089

1574-52-00
157454
1574-54-02
1574-54-00
157454
1574-54-02
1574-54-00
157456
1574-56-02
1574-56-00
157456
1574-56-02
1574-56-00
157458
1574-58-02
1574-58-00
157458
1574-58-02
1574-58-00
157460
1574-60-02
1574-60-00
157460
1574-60-02
1574-60-00
595158
5951-58-00
5951-58-01
10-104048
10-1040-48-01
10-1040-48/50-00
10-104048
10-1040-48-01
10-1040-48/50-00
10-104050
10-1040-50-01
10-1040-48/50-00
10-104050
10-1040-50-01
10-1040-48/50-00
10-104052
10-1040-52-01
10-1040-52/70-00
10-104052
10-1040-52-01
10-1040-52/70-00
10-104054
10-1040-54-01
10-1040-52/70-00
10-104054
10-1040-54-01
10-1040-52/70-00
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case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1090
1091
1092
1093
1094
1095
1096
1097
1098
1099
1100
1101
1102
1103
1104
1105
1106
1107
1108
1109
1110
1111
1112
1113
1114
1115
1116
1117
1118
1119
1120
1121
1122
1123
1124
1125
1126
1127
1128
1129
1130
1131
1132
1133
1134
1135
1136
1137
1138
1139
1140
1141

10-104056
10-1040-56-01
10-1040-52/70-00
10-104056
10-1040-56-01
10-1040-52/70-00
10-104058
10-1040-58-01
10-1040-52/70-00
10-104058
10-1040-58-01
10-1040-52/70-00
10-104060
10-1040-60-01
10-1040-52/70-00
10-104060
10-1040-60-01
10-1040-52/70-00
10-104062
10-1040-62-01
10-1040-52/70-00
10-104062
10-1040-62-01
10-1040-52/70-00
10-104064
10-1040-64-01
10-1040-52/70-00
10-104064
10-1040-64-01
10-1040-52/70-00
10-104066
10-1040-66-01
10-1040-52/70-00
10-104066
10-1040-66-01
10-1040-52/70-00
10-104068
10-1040-68-01
10-1040-52/70-00
10-104068
10-1040-68-01
10-1040-52/70-00
10-104070
10-1040-70-01
10-1040-52/70-00
10-104070
10-1040-70-01
10-1040-52/70-00
11-173660
11-1736-60-00
1574-40-02
11-173660
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case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1142
1143
1144
1145
1146
1147
1148
1149
1150
1151
1152
1153
1154
1155
1156
1157
1158
1159
1160
1161
1162
1163
1164
1165
1166
1167
1168
1169
1170
1171
1172
1173
1174
1175
1176
1177
1178
1179
1180
1181
1182
1183
1184
1185
1186
1187
1188
1189
1190
1191
1192
1193

11-1736-60-00
1574-40-02
11-173666
11-1736-66-00
11-1736-66-02
11-173666
11-1736-66-00
11-1736-66-02
12-131002-00
12-1310-02-01
12-1310-02-00
12-131003-00
12-1310-02-01
12-1310-03/08-00
12-131004-00
12-1310-02-01
12-1310-03/08-00
12-131005-00
12-1310-02-01
12-1310-03/08-00
12-131006-00
12-1310-02-01
12-1310-03/08-00
12-131007-00
12-1310-02-01
12-1310-03/08-00
12-131008-00
12-1310-02-01
12-1310-03/08-00
12-131023
12-1310-23/28-00
12-1310-02-01
12-131023
12-1310-23/28-00
12-1310-02-01
13-131002
13-1310-02-00
13-1310-02-01
13-131002
13-1310-02-00
13-1310-02-01
15-103648
15-1036-48/70-00
15-1036-48/70-01
15-103648
15-1036-48/70-00
15-1036-48/70-01
15-103650
15-1036-48/70-00
15-1036-48/70-01
15-103650
15-1036-48/70-00
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case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1194
1195
1196
1197
1198
1199
1200
1201
1202
1203
1204
1205
1206
1207
1208
1209
1210
1211
1212
1213
1214
1215
1216
1217
1218
1219
1220
1221
1222
1223
1224
1225
1226
1227
1228
1229
1230
1231
1232
1233
1234
1235
1236
1237
1238
1239
1240
1241
1242
1243
1244
1245

15-1036-48/70-01
15-103652
15-1036-48/70-00
15-1036-48/70-01
15-103652
15-1036-48/70-00
15-1036-48/70-01
15-103654
15-1036-48/70-00
15-1036-48/70-01
15-103654
15-1036-48/70-00
15-1036-48/70-01
15-103656
15-1036-48/70-00
15-1036-48/70-01
15-103656
15-1036-48/70-00
15-1036-48/70-01
15-103658
15-1036-48/70-00
15-1036-48/70-01
15-103658
15-1036-48/70-00
15-1036-48/70-01
15-103660
15-1036-48/70-00
15-1036-48/70-01
15-103660
15-1036-48/70-00
15-1036-48/70-01
15-103662
15-1036-48/70-00
15-1036-48/70-01
15-103662
15-1036-48/70-00
15-1036-48/70-01
15-103664
15-1036-48/70-00
15-1036-48/70-01
15-103664
15-1036-48/70-00
15-1036-48/70-01
15-103666
15-1036-48/70-00
15-1036-48/70-01
15-103666
15-1036-48/70-00
15-1036-48/70-01
15-103668
15-1036-48/70-00
15-1036-48/70-01
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case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1246
1247
1248
1249
1250
1251
1252
1253
1254
1255
1256
1257
1258
1259
1260
1261
1262
1263
1264
1265
1266
1267
1268
1269
1270
1271
1272
1273
1274
1275
1276
1277
1278
1279
1280
1281
1282
1283
1284
1285
1286
1287
1288
1289
1290
1291
1292
1293
1294
1295
1296
1297

15-103668
15-1036-48/70-00
15-1036-48/70-01
15-103670
15-1036-48/70-00
15-1036-48/70-01
15-103670
15-1036-48/70-00
15-1036-48/70-01
15-103682
15-1036-82/98-00
15-1036-82-01
15-103682
15-1036-82/98-00
15-1036-82-01
15-103684
15-1036-82/98-00
15-1036-84/98-01
15-103684
15-1036-82/98-00
15-1036-84/98-01
15-103686
15-1036-82/98-00
15-1036-84/98-01
15-103686
15-1036-82/98-00
15-1036-84/98-01
15-103688
15-1036-82/98-00
15-1036-84/98-01
15-103688
15-1036-82/98-00
15-1036-84/98-01
15-103690
15-1036-82/98-00
15-1036-84/98-01
15-103690
15-1036-82/98-00
15-1036-84/98-01
15-103692
15-1036-82/98-00
15-1036-84/98-01
15-103692
15-1036-82/98-00
15-1036-84/98-01
15-103694
15-1036-82/98-00
15-1036-84/98-01
15-103694
15-1036-82/98-00
15-1036-84/98-01
15-103696

filed 04/04/13 page 30 of 39

case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1298
1299
1300
1301
1302
1303
1304
1305
1306
1307
1308
1309
1310
1311
1312
1313
1314
1315
1316
1317
1318
1319
1320
1321
1322
1323
1324
1325
1326
1327
1328
1329
1330
1331
1332
1333
1334
1335
1336
1337
1338
1339
1340
1341
1342
1343
1344
1345
1346
1347
1348
1349

15-1036-82/98-00
15-1036-84/98-01
15-103696
15-1036-82/98-00
15-1036-84/98-01
15-103698
15-1036-82/98-00
15-1036-84/98-01
15-103698
15-1036-82/98-00
15-1036-84/98-01
15-103700
15-1037-00-00
15-1037-00-01
15-104054
15-1040-52/70-00
15-1040-52/70-01
15-104054
15-1040-52/70-00
15-1040-52/70-01
15-104056
15-1040-52/70-00
15-1040-52/70-01
15-104056
15-1040-52/70-00
15-1040-52/70-01
15-104068
15-1040-52/70-00
15-1040-52/70-01
15-104068
15-1040-52/70-00
15-1040-52/70-01
15-104086
15-1040-82/98-00
15-1040-84/98-01
15-104086
15-1040-82/98-00
15-1040-84/98-01
15-105048
15-1050-48-00
15-1050-48-01
15-105048
15-1050-48-00
15-1050-48-01
15-105050
15-1050-50-00
15-1050-50-01
15-105050
15-1050-50-00
15-1050-50-01
15-105052
15-1050-52-00
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case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1350
1351
1352
1353
1354
1355
1356
1357
1358
1359
1360
1361
1362
1363
1364
1365
1366
1367
1368
1369
1370
1371
1372
1373
1374
1375
1376
1377
1378
1379
1380
1381
1382
1383
1384
1385
1386
1387
1388
1389
1390
1391
1392
1393
1394
1395
1396
1397
1398
1399
1400
1401

15-1050-52-01
15-105052
15-1050-52-00
15-1050-52-01
15-105054
15-1050-54-00
15-1050-54-01
15-105054
15-1050-54-00
15-1050-54-01
15-105056
15-1050-56-00
15-1050-56-01
15-105056
15-1050-56-00
15-1050-56-01
15-105058
15-1050-58-00
15-1050-58-01
15-105058
15-1050-58-00
15-1050-58-01
15-105060
15-1050-60-00
15-1050-60-01
15-105060
15-1050-60-00
15-1050-60-01
15-105062
15-1050-62-00
15-1050-62-01
15-105062
15-1050-62-00
15-1050-62-01
15-105064
15-1050-64-00
15-1050-64-01
15-105064
15-1050-64-00
15-1050-64-01
15-105066
15-1050-66-00
15-1050-66-01
15-105066
15-1050-66-00
15-1050-66-01
15-105068
15-1050-68-00
15-1050-68-01
15-105068
15-1050-68-00
15-1050-68-01
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case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1402
1403
1404
1405
1406
1407
1408
1409
1410
1411
1412
1413
1414
1415
1416
1417
1418
1419
1420
1421
1422
1423
1424
1425
1426
1427
1428
1429
1430
1431
1432
1433
1434
1435
1436
1437
1438
1439
1440
1441
1442
1443
1444
1445
1446
1447
1448
1449
1450
1451
1452
1453

15-105070
15-1050-70-00
15-1050-70-01
15-105070
15-1050-70-00
15-1050-70-01
15-106046
15-1060-46-00
15-1060-46-01
15-106046
15-1060-46-00
15-1060-46-01
15-106050
15-1060-50-00
15-1060-50-01
15-106050
15-1060-50-00
15-1060-50-01
15-106052
15-1060-52-00
15-1060-52-01
15-106052
15-1060-52-00
15-1060-52-01
15-106056
15-1060-56-00
15-1060-56-01
15-106056
15-1060-56-00
15-1060-56-01
15-106058
15-1060-58-00
15-1060-58-01
15-106058
15-1060-58-00
15-1060-58-01
15-106060
15-1060-60-00
15-1060-60-01
15-106060
15-1060-60-00
15-1060-60-01
15-106062
15-1060-62-00
15-1060-62-01
15-106062
15-1060-62-00
15-1060-62-01
15-106064
15-1060-64-00
15-1060-64-01
15-106064
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case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1454
1455
1456
1457
1458
1459
1460
1461
1462
1463
1464
1465
1466
1467
1468
1469
1470
1471
1472
1473
1474
1475
1476
1477
1478
1479
1480
1481
1482
1483
1484
1485
1486
1487
1488
1489
1490
1491
1492
1493
1494
1495
1496
1497
1498
1499
1500
1501
1502
1503
1504
1505

15-1060-64-00
15-1060-64-01
15-106066
15-1060-66-00
15-1060-66-01
15-106066
15-1060-66-00
15-1060-66-01
15-106068
15-1060-68-00
15-1060-68-01
15-106068
15-1060-68-00
15-1060-68-01
15-106070
15-1060-70-00
15-1060-70-01
15-106070
15-1060-70-00
15-1060-70-01
31-103608
31-1036-08-00
31-1036-08-02
31-141065
31-1410-65-02
31-1410-65-00
31-141067
31-1410-67-02
31-1410-67-00
31-141069
31-1410-69-02
31-1410-69-00
31-141071
31-1410-71-02
31-1410-71-00
31-141073
31-1410-73-02
31-1410-73-00
31-141075
31-1410-75-02
31-1410-75-00
31-141077
31-1410-77-02
31-1410-77-00
31-141079
31-1410-79-02
31-1410-79-00
31-141081
31-1410-81-02
31-1410-81-00
31-141083
31-1410-83-02
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case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1506
1507
1508
1509
1510
1511
1512
1513
1514
1515
1516
1517
1518
1519
1520
1521
1522
1523
1524
1525
1526
1527
1528
1529
1530
1531
1532
1533
1534
1535
1536
1537
1538
1539
1540
1541
1542
1543
1544
1545
1546
1547
1548
1549
1550
1551
1552
1553
1554
1555
1556
1557

31-1410-83-00
31-141085
31-1410-85-02
31-1410-85-00
31-141087
31-1410-87-02
31-1410-87-00
RD118864
RD-1188-64-00
RD-1188-64-01
RD118868
RD-1188-68-00
RD-1188-68-01
RD118870
RD-1188-70-00
RD-1188-70-01
S313132
S-3131-32-00
S-3131-32-02
US157844
US1578-44-00
US1578-44-01
US157846
US1578-46-00
US1578-46-01
US157848
US1578-48-00
US1578-48-01
US157850
US1578-50-00
US1578-50-01
US157852
US1578-52-00
US1578-52-01
US157854
US1578-54-00
US1578-54-01
US157856
US1578-56-01
US1578-56-00
US157858
US1578-58-00
US1578-58-01
US157860
US1578-60-00
US1578-60-01
US157862
US1578-62-00
US1578-62-01
US157864
US1578-64-00
US1578-64-01
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case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1558
1559
1560
1561
1562
1563
1564
1565
1566
1567
1568
1569
1570
1571
1572
1573
1574
1575
1576
1577
1578
1579
1580
1581
1582
1583
1584
1585
1586
1587
1588
1589
1590
1591
1592
1593
1594
1595
1596
1597
1598
1599
1600
1601
1602
1603
1604
1605
1606
1607
1608
1609

US157866
US1578-66-00
US1578-66-01
15-106048
15-1060-48-02
15-1060-48-00
15-1060-48-01
15-106048
15-1060-48-02
15-1060-48-00
15-1060-48-01
15-106054
15-1060-54-02
15-1060-54-00
15-1060-54-01
15-106054
15-1060-54-02
15-1060-54-00
15-1060-54-01
31-103610
31-1036-10-01
31-1036-10-02
31-1036-10-00
31-103612
31-1036-12-00
31-1036-12-02
31-1036-10-01
31-103614
31-1036-14-00
31-1036-14-02
31-1036-10-01
31-103616
31-1036-16-00
31-1036-16-02
31-1036-10-01
31-103631
31-1036-31-00
31-1036-31-01
31-1036-31-02
31-131008
31-1310-08-00
31-1310-08-02
31-1310-02-01
31-131040
31-1310-40-00
31-1310-40-02
31-1310-02-01
31-131044
31-1310-44-00
31-1310-44-02
31-1310-02-01
31-131056
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case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1610
1611
1612
1613
1614
1615
1616
1617
1618
1619
1620
1621
1622
1623
1624
1625
1626
1627
1628
1629
1630
1631
1632
1633
1634
1635
1636
1637
1638
1639
1640
1641
1642
1643
1644
1645
1646
1647
1648
1649
1650
1651
1652
1653
1654
1655
1656
1657
1658
1659
1660
1661

31-1310-56-00
31-1310-56-02
31-1310-02-01
31-131058
31-1310-58-00
31-1310-58-02
31-1310-02-01
31-131060
31-1310-60-00
31-1310-60-02
31-1310-02-01
31-476948
31-4769-48-02
31-4769-48-00
31-3999-99-01
CP162052
CP-16-2052-00
CP-16-2052-01
CP-16-2052-02
US257844
US2578-44-00
US2578-44-01
US2578-44-02
US257846
US2578-46-00
US2578-46-01
US2578-46-02
US257848
US2578-48-00
US2578-48-01
US2578-48-02
US257850
US2578-50-00
US2578-50-01
US2578-50-02
US257852
US2578-52-00
US2578-52-01
US2578-52-02
US257854
US2578-54-00
US2578-54-01
US2578-54-02
US257856
US2578-56-00
US2578-56-01
US2578-56-02
US257858
US2578-58-00
US2578-58-01
US2578-58-02
US257860
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case 3:12-md-02391-RLM-CAN document 346-2
Exhibit C
Search Terms
1662
1663
1664
1665
1666
1667
1668
1669
1670
1671
1672
1673
1674
1675
1676
1677
1678
1679
1680
1681
1682
1683
1684
1685
1686
1687
1688
1689
1690
1691
1692
1693
1694
1695
1696
1697
1698
1699
1700
1701
1702
1703
1704
1705
1706
1707
1708
1709
1710
1711
1712
1713

US2578-60-00
US2578-60-01
US2578-60-02
US257862
US2578-62-00
US2578-62-01
US2578-62-02
US257864
US2578-64-00
US2578-64-01
US2578-64-02
US257866
US2578-66-00
US2578-66-01
US2578-66-02
31-103628
31-1036-28-00
31-1036-28-01
31-1036-30-03
31-1036-30-02
31-103630
31-1036-30-00
31-1036-30-01
31-1036-30-03
31-1036-30-02
31-103708
31-1037-08-00
31-1037-08-01
31-1037-08-02
31-1037-08-03
31-103710
31-1037-08-02
31-1037-08-03
31-1037-10-00
31-1037-10-01
31-103712
31-1037-08-02
31-1037-08-03
31-1037-12-00
31-1037-12-01
31-103714
31-1037-08-02
31-1037-08-03
31-1037-14-00
31-1037-14-01
31-103716
31-1037-08-02
31-1037-08-03
31-1037-16-00
31-1037-16-01
31-131038
31-1310-38-00
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1714
1715
1716
1717
1718
1719
1720
1721
1722
1723
1724
1725
1726
1727
1728
1729
1730
1731
1732
1733
1734
1735
1736
1737
1738
1739
1740
1741
1742
1743
1744
1745
1746
1747
1748
1749
1750
1751
1752
1753
1754
1755

31-1310-38-02
31-1310-02-01
31-1310-38-01
31-103634
31-1036-34-00
RD-2010-25-01
RD-2010-25-03
RD-2010-25-05
RD-2010-25-09
31-139250
31-1392-50-00
31-1392-50-01
31-1392-50-02
31-1392-50-03
31-1392-50-04
31-1392-50-07
31-103801
31-1038-01-00
31-1038-01-01
31-1038-01-02
31-1038-01-03
31-1038-01-05
31-1038-01-04
31-1038-01-06
31-103802
31-1038-02-00
31-1038-02-01
31-1038-02-02
31-1038-02-03
31-1038-01-05
31-1038-02-04
31-1038-01-06
31-103635
31-1036-35-00
31-1036-35-01
31-1036-35-03
31-1036-35-05
RD-2010-25-09
RD-2010-25-12
4980-11-10
4236-09-07
RD-2010-25-11
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UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF INDIANA
SOUTH BEND DIVISION

x
In Re:
BIOMET M2A. MAGNUM HIP
IMPLANT PRODUCTS LIABILITY
LITIGATION (MDL 2391),

: Multi-District Litigation
: 3:12-md-2391 RLM-CAN

This document refers to:
ALL CASES

x
DECLARATION OF ERIC SEGGEBRUCH
IN SUPPORT OF BIOMET'S DISCOVERY EFFORTS
I, Eric Seggebruch, declare as follows:
1.
I am Regional Manager for Electronic Discovery for Recommind, Inc.,
which has been engaged to provide electronic discovery services to the Biomet defendants.
2.
Recommind is a leader in unstructured data management, analysis and
governance technology, delivering search-powered business applications that transform the way
organizations find, manage, analyze and act upon data inside and outside the corporate network.
Recommind's solutions are all built on the CORE (Context Optimized Relevance
Engine) platform, which automatically accesses, organizes and analyzes large volumes of
information. CORE's Predictive Analytics enable enterprises and law firms to identify patterns
in data sets and to group, prioritize and assess documents before performing a single search. This
can greatly reduce the time and costs associated with finding, processing and analyzing corporate
data. Recommind is headquartered in San Francisco and has offices in New York, Boston,
London, Sydney and Bonn, Germany.
I am familiar with the circumstances of this action related to electronic
3.
discovery. I respectfully submit this declaration in support of the discovery process implemented
by Biomet and the corresponding costs, as well as an estimate of the costs that would be incurred
by the alternate process suggested by the plaintiffs in this matter.

Recommind's Technology-Assisted Review Services
4.
Recommind's Predictive Coding functionality, provided in its
Axcelerate® document review platform, combines a proprietary, advanced text categorization
algorithm with an iterative document review workflow. Predictive Coding is a powerful and
cost-effective technology and document review methodology that enables attorney to find
documents relating to a particular person, timeframe, topic, communication, issue, or concept.
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The results can be a better informed, quicker, more accurate and consistent review process where
costs have been seen to be 50-90% less than linear review.
Discovery Costs

5.
The electronic discovery services provided to Biomet consist of data
processing, deNlSTing, keyword culling, data ingestion, data enrichment, predictive coding, and
data hosting, among others. These services are described in more detail below.
6.
DeNISTing involves the removal of non-user created files such a system
files from the initial set of collected documents. Keyword culling involves the retrieval of all the
documents containing a specified term. DeNISTing and keyword culling were applied to the
document collection at the cost of $30/GB.
7.
Data Processing/Ingestion involves traditional data processing,
deduplication, and extraction of metadata, full text, and the native file and was applied to the
documents retrieved by the keywords and their attachments at the cost of $300/GB.
8.
Data Enrichment includes concept identification and smart filters such as
phrase extraction, foreign language identification, location/folder structure, Domain, Domain To,
and Domain From, as well as near-duplication and e-mail threading and was applied to the data
published to Axcelerate at the cost of $150/GB.
9.
Predictive Coding involves machine learning, classification and iterations
that follow Recommind's patented predictive coding process and was applied to the data
published to Axcelerate at the cost of $200/GB.
10.
Data Hosting involves the online storage of data and is performed at a cost
of $18/GB for the data published to Axcelerate and at a cost of $5/GB for the remaining data.
11.
TIFFing, Branding, and Production involves the creation and Bates
numbering of production images and corresponding load files containing data and information
about these documents (e.g. metadata), and is performed at a cost of $600/GB.
12.
In this case, the total document volume Recommind received from the
electronic discovery vendor who performed the document collection for Biomet is 19,508,216
documents, comprising 6.39 terabytes (6,543 GB).
13.
The total number of documents and corresponding attachments that were
retrieved by keyword culling was 3,931,687, comprising 1.5 terabytes (1,536 GB).
After deduplication, the total number of documents and corresponding
14.
attachments remaining was 2,540,915, comprising 1.06 terabytes (1,085 GB).The documents
were published to Axcelerate and predictive coding was applied to this document set.
The remaining data, which was not published to Axcelerate, was
15.
15,576,529 documents comprising 4.89 terabytes (5,007 GB).
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16.
To date, Recornmind has invoiced Biomet $1,069,358.34 for the electronic
discovery services provided in this matter. The cost of processing, ingesting, enriching and
running predictive coding on Biomet's full 6.39 terabyte collection, as plaintiffs suggest, could
be as high as $3.25 million. This number is calculated based on data processing and ingestion
costs of $300/GB for 4.89 TBs (5,007 GBs) that have not yet been published to Axcelerate,
which is $1,502,100, data enrichment at a cost of $150/GB, which is $751,050, and Predictive
Coding costs of $200/GB which is $1,001,400.
17.
These costs may be somewhat less with de-duplication, but even assuming
that one third of the documents were duplicates of each other (which is the deduplication rate of
the documents processed to date), the cost for Predictive Coding for ingesting, enriching and
running predictive coding on two thirds of the 5,007GB not already published to Axcelerate
would be $2.1 million.
18.
This approach is obviously much more costly than processing, ingesting,
enriching and running predictive coding on the data retrieved by keywords [1.06 terabytes (1,085
GB)], which cost $705,250 and includes data processing and ingestion costs of $325,500
($300/GB), data enrichment at a cost of $162,750 ($150/GB), and Predictive Coding costs of
$217,000 ($200/GB).
19.
The above calculations do not take into account $196,290 ($30/GB for
6,543 GB) that Biomet already paid for the initial processing costs, including DeNISTing, after
which Biomet was able to apply keyword culling. These costs also do not take into account the
costs of hosting the collected data online, which would increase from the current cost of $5/GB
to $18/GB per month if the remaining data were published to Axcelerate.
20.

The cost estimates provided in this declaration do not take into account the

cost of manual document review that is part of the iterative Predictive Coding workflow.
21.
Pursuant to Title 28 of the United States Code § 1746, 1 declare under
penalty of perjury that the foregoing is true and correct.

Executed on: p 3/ 3 / 2 / 3

Eric Seggebruch
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UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF INDIANA
SOUTH BEND DIVISION

In Re:

Multi -Di strict Litigation
3:12-md-2391 RLM-CAN

BIOMET M2A MAGNUM HIP
IMPLANT PRODUCTS LIABILITY
LITIGATION (MDL 2391),
This document refers to:
ALL CASES
x

DECLARATION OF ALEXIS CLARK IN SUPPORT OF
BIOMET'S DISCOVERY EFFORTS
I, Alexis Clark, declare as follows:
1.
I am Senior Consultant for Electronic Discovery for Recommind, Inc.
("Recommind"), which has been engaged to provide electronic discovery services to the Biomet
defendants.
Prior to joining Recommind, I was a Client Director at Autonomy
2.
managing large scale, cloud-based archiving solutions for e-Discovery, compliance, and records
management. I also served as the Senior Manager of Operations and Corpus Analysis at H5
supporting accelerated document review. I have a background in linguistics and information
retrieval and was a Lead Annotator at the Linguistics Data Consortium at the University of
Pennsylvania supporting Defense Advanced Research Projects Agency (DARPA) funded
projects in the areas of information extraction, document classification, and topic detection. I
have 6 years of experience in e-Discovery and Data Management and almost 10 years of
experience implementing data categorization techniques.
Recommind is a leader in unstructured data management, analysis and
3.
governance technology, delivering search-powered business applications that transform the way
organizations find, manage, analyze and act upon data inside and outside the corporate network.
Recommind's solutions are all built on the CORE (Context Optimized Relevance
Engine) platform, which automatically accesses, organizes and analyzes large volumes of
information. CORE's Predictive Analytics enable enterprises and law firms to identify patterns
in data sets and to group, prioritize and assess documents before performing a single search. This
can greatly reduce the time and costs associated with finding, processing and analyzing corporate
data. Recommind is headquartered in San Francisco and has offices in New York, Boston,
London, Sydney and Bonn, Germany.
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4.
As a Senior Consultant for Electronic Discovery at Recommind, I am
routinely called upon to render advice on how Recommind's technology and services, including
"Predictive Coding," can assist our customers. This advice includes "best practices" on using
predictive coding to assist in a reasonable and cost-effective review of electronically stored
information ("ESI"). I have been in this position since May 2012.
5.
I am familiar with the circumstances of this action related to electronic
discovery. I respectfully submit this declaration in support of the discovery process implemented
by Biomet in this matter.
Recommind's Technology Assisted Review Services
-

6.
Recommind's Predictive Coding functionality, provided in its
Axcelerate® document review platform, combines a proprietary, advanced text categorization
algorithm with an iterative document review workflow. Predictive Coding is a powerful and
cost-effective technology and document review methodology that enables attorney to find
documents relating to a particular person, timeframe, topic, communication, issue, or concept.
The results can be a better informed, quicker, more accurate and consistent review process where
costs have been seen to be 50-90% less than linear review.
This Predictive Coding workflow begins with the identification of a "seed
7.
set" or initial group of relevant documents that is developed and tested by an attorney familiar
with the case. The attorney also reviews a random "control set" of documents, which provides a
baseline responsiveness rate for the document population. Based on the seed set, Axcelerate
analyzes the remaining documents in the review site to "find more like this" and suggests the
next potentially-relevant set of documents for review. All or a subset of these documents are then
reviewed for relevance by the case team. This process continues in an iterative manner until the
percentage of relevant documents returned by the software is sufficiently low.
At that point, a random sample is drawn from the set of documents that
8.
were not reviewed for relevance. The results of this review are then compared against the results
from the initial control set to determine the recall (the proportion of relevant documents
identified during a review) and precision (the proportion of identified documents that are
relevant) of the search and review process.
Beginning in June 2012, Biomet completed a seed set and control set
9.
review as well as seven iterations of the predictive coding workflow. To date, the responsiveness
rate of the documents suggested in these iterations indicates that Axcelerate has learned to
distinguish relevant documents, and that the review should proceed through additional iterations
until the relevance of documents returned by Axcelerate is sufficiently low.
Statistical Sampling
At Recommind's recommendation, Biomet conducted a number of
10.
statistical samples to obtain information about Biomet's data with a reasonable degree of
statistical certainty.

6040042v.1
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11.
A random sample with a confidence level of 95% and estimation interval
of 2.377% consisting of 1,689 documents was drawn from the 2.5+ million documents published
to Axcelerate. This sample was reviewed to obtain a baseline relevance rate for the document
population created by keyword culling. 273 documents were identified as relevant in this sample,
indicating with 95% confidence that the percentage of relevant documents in the population is
between 184,268 and 229,162 or stated in percentages, between 14.41% and 17.91%.
12.
Further, a random sample with a confidence level of 99% and estimation
interval of 2% of 4,146 documents was drawn from the total 19,508,216 document collection.
This sample was reviewed to obtain a baseline relevance rate for the complete document
population. After review, 80 documents were identified as relevant and the remaining 4,066 were
found to be non-responsive. Projecting these results over the source data indicates with 99%
confidence that there are between 267,490 and 481,627 responsive documents in the population.
This translates to an overall estimated responsive rate of between 1.37% and 2.47% of the entire
document population.
13.
In addition, the efficacy of the keywords was tested using statistical
sampling. A random sample with a confidence level of 99% and estimation interval of 2% of
4,146 documents was selected from the "null set," the 15,576,529 population of documents not
published to Axcelerate, to obtain the relevance rate for that document population. After review,
39 documents were found to be responsive and 4107 were found to be non-responsive.
Projecting these results over the source data indicates with 99% confidence that there are
between 86,299 and 206,541 responsive documents in the population. This makes up a range of
between .55% and 1.33% potentially responsive documents in the culled out data set that was not
published to Axcelerate for predictive coding and review.
Plaintiffs' Discovery Proposal
14.
I understand that the plaintiffs in this matter have proposed that predictive
coding be applied to Biomet's entire 19.5+ million document collection without first utilizing
keyword culling.
In principle, I agree that the results from keyword search alone are less
15.
than perfect, at times leading to both over and under capture. In the case of keyword culling, this
might result some relevant documents being missed.
However, I believe that the results of the statistical sampling show the
16.
efficacy of the keyword approach used. Using the mean of the range estimates, the relevancy
rate in the documents published to Axcelerate is 16.16%, whereas the relevancy rate of the
remaining documents is only .94%. The results indicate that a very low number of potentially
responsive documents were missed.
In addition, due to the low richness of the collection, culling data with
17.
keywords prior to predictive coding made economic sense. Indeed, in my experience, keywords
are often successfully used by Recommind's clients to cull data prior to beginning the predictive
coding workflow.
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According to the Declaration of Eric Seggebruch filed concurrently
18.
herewith, the cost of processing, ingesting, enriching and running predictive coding on Biomet's
full 6.39 terabyte collection, as plaintiffs suggest, could be as high as $4,252,950. It may be
somewhat less with deduplication.
Joint Predictive Coding Training
I understand that the parties disagree regarding whether the predictive
19.
coding training should be restarted so that the software may be trained jointly by the parties.
I further understand that Biomet has offered plaintiffs the option to add
20.
relevant documents to the data set and use them to train Axcelerate in the remaining iterations.
21.
Implementing plaintiffs' input in this manner would not require restarting
the predictive coding workflow. Unlike other predictive coding software, Axcelerate does not
require "re-stabilization" or a do-over when new data is combined with old data. This new data
can be used immediately to train Axcelerate to find similar documents.
In addition, I note that joint training of Axcelerate by opposing parties is
22.
rare. In my tenure at Recommind, I have been aware of only one case in which joint training was
implemented.
Pursuant to Title 28 of the United States Code § 1746, I declare under
23.
penalty of perjury that the foregoing is true and correct.

Executed on: March 30, 2013

Alexis Clark
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Lanier

Law Firm

A Professional Corporation

HOUSTON
The Lanier Law Firm, PC
6810 FM 1960 West
Houston, TX 77069
Post Office Box 691448
Houston, TX 77269
(713) 659-5200
Fax (713) 659-2204

LOS ANGELES
The Lanier Law Firm, PC
2029 Century Park East
Suite 1400
Los Angeles, CA 90067
(310) 277-5100
Fax (310) 277-5103

NEW YORK
The Lanier Law Firm, PLLC
Tower 56
126 East 56th Street
6th Floor
New York, NY 10022
(212) 421-2800
Fax (212) 421-2878

PALO ALTO
The Lanier Law Firm, PC
2200 Geng Rd., Suite 200
Palo Alto, CA 94303
(650) 322-9100
Fax (650) 322-9103

February 7, 2013
VIA ELECTRONIC MAIL AND FEDERAL EXPRESS
jwinter@pbwt.com
John D. Winter, Esq.
Patterson Belknap Webb & Tyler LLP
1133 Avenue of the Americas
New York, New York 10036

Re:

In Re: Biomet M2A Magnum Hip Implant Products Liability Litigation
Case No. 3:12-md-2391

Dear Mr. Winter:
Enclosed please find Plaintiffs' First Request for Production of Documents To Defendants
(RFPs). With respect to the production of documents in this case, Plaintiffs have requested the
following:
Predictive coding using relevance determinations made by representatives of
1.
Plaintiffs and Defendants be applied to determine the initial selection of documents to be
produced.
All custodians and data sources which were not included in the initial
2.
collection but have been identified as possibly having discoverable documents be added to the
collection against which predictive coding is to be applied.
All non-privileged documents already identified by keyword searches be
3.
immediately produced to Plaintiffs.
It is our understanding that the production in Benson v Biomet, Inc.,(ED Wa 2:12-cv-05131)
consists of 255,499 documents, totaling 1,104,730 pages. If that is incorrect or more documents have
been produced, please let us know immediately.
It is also our understanding that the initial collection ("initial collection") from which the
Bensonproduction was culled was created by applying the keywords listed in Exhibit C to the August
15, 2012 letter from Jenya Moshkovich to Robert G. Godosky in Faber v. Biomet("August 15 letter")
to the files of the custodians and data sources respectively listed in Exhibits A and B to the August 15
letter. MDL Leadership Plaintiffs did not participate in the selection of those keywords, and dispute
their adequacy as well as the use of the keyword search model in general.
Even if Plaintiffs had been involved in the selection of the keywords used (which it is our
understanding they were not), keyword searches have been demonstrated to only produce 20-30% if
responsive documents. The fact that Biomet was only able to identify 1,104,730 pages when over 60
million pages of documents were produced in the DePuy ASR MDL litigation and over 80 million
pages were produced in the YAZ MDL litigation, show that Biomet's search process and results are
inadequate for the Biomet MDL.
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However, since Defendants have endorsed those keywords by using them to create the initial
collection, Plaintiffs demand Biomet produce all non-privileged documents that those keywords
identified. To be clear, Plaintiffs demand all of the documents Biomet's keyword search results
returned before Biomet's predictive coding vendor further limited and restricted that set of documents
using predictive coding.
In Plaintiffs' RFPs, Plaintiffs specifically demanded that the manner of collection of
responsive documents be the joint predictive coding method in which both parties (not one party)
mutually agree on the initial selection of documents, the initial custodians and data sources used, and
the process of collection. As has been done in other MDL litigations such as Actos, representatives
from both parties will sit down with a mutually agreed upon set of custodians and make relevance
determinations that train the predictive coding program as to which documents are responsive to
Plaintiffs' Requests or otherwise relevant to the litigation. Those "relevance" decisions will be used
to predict which other responsive documents will be collected from other custodians.
To be clear, predictive coding will not be used in the manner Defendants had previously used
it in the individual cases identified above — the result of which minimized or restricted the production
of documents responsive to keywords Defendants themselves developed. Such a design is inherently
unable to produce a statistically valid recall rate (relevant documents calculated against an adequate
random sample of the entire initial collection).
To summarize, Plaintiffs demand that:
1.
the predictive coding be performed cooperatively, with Plaintiffs' full participation in
custodian selection, training process and training set document classification; and
2.
the validity of the entire process be validated via achievement of an acceptable recall rate,
within an acceptable margin of error, calculated against an adequate sample of the entire raw
population against which the predictive coding was performed.
Further, since Defendants have acknowledged that their initial collection "probably" did not
include additional custodians or data sources which have been identified, when the new predictive
coding is performed, the raw population against which it will checked will include all those additional
custodians and data sources.
We look forward to working with you in collecting documents for production in the Biomet
MDL in an efficient and effective manner that is mutually agreeable to both parties. Please feel free
to contact me if you have any questions.

W. Mark Lanier, Esq.
Plaintiffs' Co-Lead Counsel
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Moshkovich, Jenya (x2881)
From: Mark Lanier [mailto:WML@lanierlawfirm.com]
Sent: Thursday, February 14, 2013 11:25 AM
To: Winter, John D. (x2836)
Cc: Anapol, Thomas; 'John LaDue' (jladue@lck-law.com); Erin Linder Hanig (ehanig@lck-law.com); Rob Dassow;
Moshkovich, Jenya (x2881); Richard D. Meadow; Paul R. Cordella; Richard Arsenault
Subject: Re: In Re: Biomet M2A Magnum Hip Implant Product Liability Litigation
Dear John,
Thank you for your letter of 2/13 setting out your position on discovery.
In response, be advised that we continue to assert our requests for production of documents as referenced in our recent
PDR. While we appreciate that you filed some discovery responses to a few PSC members off of their state cases, that
does not alleviate our concerns. The attorney's referenced in your letter, including those on the PSC and PEC did not
raise objections with Biomet's initial approach because they all recognized an MDL was coming and leadership in that
MDL would address Plaintiff's concerns in one voice instead of multiple voices. Contrary to your assertions, Plaintiffs held
off with their individual objections particularly to assist the parties in conserving resources.
Now that leadership is in place and Plaintiff's have had an opportunity to engaged a document platform vendor, Plaintiff's
are in a more informed position to raise objections and issues with Defendants initial document production. Based on what
the vendor has told us, and based on our own investigation, it seems that your predictive coding was actually based on
the pool of documents collected from traditional search terms. This makes the work no longer representative of an entire
production.
Let us agree that one issue we should set before the judge at the next conference is the need for an ESI discovery master
and an opportunity to be heard on predictive coding. Perhaps it would also be useful for us to have our vendor present a
10-15 minute overview of its platform. That will better express our concerns that your initial production is not satisfactory
for the litigation.
Let me know,
Mark

From: <Moshkovich>, "Jenya (x2881)" <jmoshkovich@pbwt.com<mailto:jmoshkovich@pbwt.com>>
Date: Wednesday, February 13, 2013 4:22 PM
To: Mark Lanier <wml@lanierlawfirm.com<mailto:wml@lanierlawfirm.com>>
Cc: Thomas Anapol <tanapol@anapolschwartz.com<mailto:tanapol@anapolschwartz.com>>, "Winter, John D. (x2836)"
<jwinter@pbwt.com<mailto:jwinter@pbwt.com>>, "'John LaDue' (jladue@lck-law.com<mailto:jladue@lck-law.com>)"
<jladue@lck-law.com<mailto:jladue@lck-law.com>>, "Erin Linder Hanig (ehanig@lck-law.com<mailto:ehanig@lcklaw.com>)" <ehanig@lck-law.com<mailto:ehanig@lck-law.com>>
Subject: In Re: Biomet M2A Magnum Hip Implant Product Liability Litigation
Mr. Lanier,
Please see the attached correspondence.
Regards,
Jenya
_____________________________
Jenya Moshkovich
Patterson Belknap Webb & Tyler LLP
1133 Avenue of the Americas
New York, NY 10036-6710
Tel:212.336.2881
1
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Fax:212.336.2966
jmoshkovich@pbwt.com

---------------------------------------------Privileged/Confidential Information may be contained in this message. If you are not the addressee indicated in this
message (or responsible for delivery of the message to such person), you may not copy or deliver this message to
anyone. In such case, you should destroy this message and kindly notify the sender by reply email. Please advise
immediately if you or your employer do not consent to Internet email for messages of this kind.
---------------------------------------------IRS Circular 230 disclosure: Any tax advice contained in this communication (including any attachments or enclosures)
was not intended or written to be used, and cannot be used, for the purpose of (i) avoiding penalties under the Internal
Revenue Code or (ii) promoting, marketing or recommending to another party any transaction or matter addressed in this
communication. (The foregoing disclaimer has been affixed pursuant to U.S.
Treasury regulations governing tax practitioners.)
==============================================================================
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1

THE COURT:

2

This is the March status conference in MDL2391.

3

Lead and liaison counsel and I spoke in chambers

Good afternoon.

4

beforehand to just iron out what we're doing here, and there

5

was a couple of agreements reached that I'll put on the

6

record at the close of today's conference.

7

First, I'm going to work off my sign-in sheet to say

8

who all's here, and if I don't call your name, please let me

9

know.

10

First for the Plaintiffs, Mr. Anapol.

11

MR. ANAPOL:

12

THE COURT:

13

MS. ANDREWS:

14

THE COURT:

15

MR. AUSENAULT:

16

THE COURT:

Robert Dassow.

17

MR. DASSOW:

(Indicating.)

18

THE COURT:

19

Good afternoon.
Anne Andrews.
Good afternoon Your Honor.

Richard Arsenault.
Good morning.

And then names we have to add to our

list.

20

John Thornton.

21

MR. THORNTON:

22

THE COURT:

23

MR. CORDELLA:

24

THE COURT:

25

Jennifer Hoekstra.

Here, Your Honor.

Paul Cordella.
Good afternoon, Judge.

Good afternoon.
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1

MS. HOEKSTRA:

2

THE COURT:

3

MR. DART:

4

THE COURT:

5

Here, Your Honor.

And Blaine Dart.
Yes, sir.
Okay.

And for the Defendants then, we

have John Winter.

6

MR. WINTER:

7

THE COURT:

8

John LaDue.

9

MR. LADUE:

Judge.

10

THE COURT:

And Erin Linder Hanig.

11

MS. LINDER HANIG:

12

THE COURT:

Good afternoon Your Honor.
Good afternoon.

Judge.

I have your, if I can find it, again --

13

I had the agenda that you folks sent in, and I have promptly

14

attached it to something else.

15
16
17

So, Mr. Anapol, why don't I just turn to you, first,
and let you address where we stand.
MR. ANAPOL:

Your Honor, on behalf of the

18

Plaintiffs, Richard Arsenault is here to argue about the ESI

19

predictive coding, which is the first item on the agenda.

20
21

I assume that's where Your Honor wants to go, start
with the ESI protocol?

22

THE COURT:

Yes.

23

MR. ARSENAULT:

24

THE COURT:

25

MR. ARSENAULT:

Good morning, Your Honor.

Good morning.
Richard Arsenault.
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1

Not so much here to argue, but just to give Your

2

Honor the framework of where we are, where we think we're

3

going, and what we're trying to do here, and this all

4

procedurally falls under the rubric of CMO Number 2, Exhibit

5

B, Page 15, Section 5A where to expedite discovery of

6

relevant electronic evidence and reduce costs -- so those

7

are the focuses, expedite discovery, reduce costs -- the

8

parties' computer experts will informally cooperate and

9

discuss procedures or protocols to facilitate

10

identification, retrieval, and production of computerized

11

information.

12

unless otherwise ordered by the Court.

13

This responsibility shall be continuing,

We've been engaging in that process.

We've had

14

somewhere between five and ten conference calls with our

15

vendor, which is ILS, on the call, and it seems that we've

16

reached an impasse.

17

today, and the tutorial that you would have gotten from them

18

would have been much greater than what you're going to get

19

from me right now, but I will do the best I can.

20

give Your Honor what I call the Reader's Digest version.

21

I'm assuming Your Honor knows what that this.

said, "Would you give me the Reader's Digest version?"
And they said, you know, "What could that possibly

24
25

I will

I was talking to some associates the other day and

22
23

We offered to bring our experts here

be?"
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1

Four main points, Your Honor.

2

The Plaintiffs need to meaningfully participate in

3

how documents are collected and in what format they are

4

produced.

5

Number One.

6

It's got to be a collaborative process, Point

Point Number Two, the Defendants pre-MDL production,

7

whatever they produced before this MDL, Your Honor's

8

court-appointed PSC had no input in any of that.

9

Number Three, predictive coding should be used, as

10

opposed to search terms, and this is where I'll give you the

11

brief tutorial, if you don't mind.

12
13
14

And then last, predictive coding requires a
collaborative effort to train the software.
So the two major concepts, Your Honor, as I

15

understand them here.

16

using what's generally referred to as search terms.

17

Typically, what happens, the Defendants suggest terms, and

18

then the Plaintiffs suggest terms, and you try to reach some

19

agreement with regard to those terms.

20

the Plaintiffs are in the embryonic stages of the case and

21

are at quite a disadvantage.

22

language.

23

For years, we've collected documents

As you can imagine,

They don't understand the

Search terms basically look at massive documents and

24

try to find words, okay.

So if we had, for example, a case

25

involving dogs, we'd be looking for the word "dog", "puppy",
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1

"canine".

2

That's search terms.

Now, fast forward.

In more modern times now, we

3

have what's called predictive coding.

4

searching.

5

just mindlessly going through documents looking for

6

"canine", "puppy", "dog", if the hottest document in that

7

pile was "man's best friend," search terms wouldn't find

8

that.

9

It's concept

It's artificial intelligence.

So as opposed to

Concept searching would.
The way I also try to understand this or explain it

10

is spam filters.

11

don't want coming into your computer.

12

with regard to music where you give thumbs up or thumbs

13

down, it learns the music you want at the end of the day.

14

They learn over time what you, Your Honor,
Or this Pandora deal

The studies that I've seen suggest that when you do

15

search terms to look at documents -- and this is assuming

16

you have the most robust set of search terms -- you might

17

get up to twenty-four percent of the relevant documents.

18

Whereas, with predictive coding, you can get as much as

19

ninety percent of the relevant documents.

20

So our position is that we should be using

21

predictive coding and that it has to be a collaborative

22

process.

23

The other part to the predictive coding is you

24

train -- you train -- the software.

Much like your spam

25

filter begins to learn what comes in, what doesn't come in,
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1

you have to train that, so you have to show the software

2

that these are the relevant documents, these are an example

3

of relevant documents.

4

irrelevant documents.

5

don't want it.

6

It's called seeding.

If you see something like this, we

If you see something like this, we want it.

That's about as high as I can go on my pay grade

7

with regard to the process.

8

those are the points.

9
10

These are the

THE COURT:

Happy to answer questions, but

Obviously, one of the things that I have

to take into account are expense and burden.

11

Can you help me with that?

12

MR. ARSENAULT:

The studies we've seen -- and there

13

was an article that just came out today in the New York Law

14

Journal -- they stand for the proposition that this is a

15

more efficient and less expensive process, and, just today,

16

the New York Journal had an article that goes into that.

17

The Journal also noted five different cases, including the

18

Actos MDL where I served as lead counsel, where this

19

predictive coding process is being used.

20

THE COURT:

21

MR. ARSENAULT:

22

THE COURT:

23

Mr. Winter.

24

MR. WINTER:

25

Thank you, sir.
Appreciate it.

Who speaks?

Your Honor, we put together a little

bit of a PowerPoint for you because there's a little bit of
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1

background that needs to be covered here, and what we're

2

here to tell Your Honor is we started a process which

3

involves search terms and predictive coding.

4

saying for at least six months, "If you have other search

5

terms you want us to employ, give them to us.

6

We've engaged in a dialogue on how the predictive coding is

7

being done, and we've gotten nothing.

8
9

We've been

We'll do it."

So let's start when we started to collect documents
in April of 2012, and we did a very broad search and

10

collected approximately twenty million documents.

11

document is three pages or five pages, that's the breadth of

12

what we collected, because we went to a lot of shared places

13

at Biomet and said, "We need everything in orthopedics to

14

pull out the hips."

15

the metal on metal.

So if a

We took everything in hips to pull out

So you had this big group of documents to which

16
17

search terms were applied, and you'll see search terms have

18

been used very consistently over the past twenty years.

19

what it did, the search terms reduced the 19.5 million

20

documents to approximately four million documents.

21

when you take out duplication, which is a standard thing you

22

did, we ended up with 2.5 million documents.

23

that group, search terms are applied, and this process takes

24

time.

25

million pages of documents from that set of 2.5 million

And

And then

And then to

And as of last week, we had produced close to two
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1

documents.

2

And we had said at the last conference, Your Honor,

3

that we were going to be done with our document production

4

by July of this year, and that's when you said you thought

5

you wanted depositions starting in August, which made sense.

6

We're here to tell you, Judge, that if -- we'll go

7

through what the Plaintiffs want, but we will lose at least

8

nine months, if not a year, to go back to Square One.

9

it's not like we're saying, "Just do it our way."

And

We've

10

offered, along the way, ways for them to get involved in the

11

predictive coding process that we're in.

12

to not use search terms and go back to that big pile of

13

19.5 million documents, it's going to take us a year.

But if we go back

So search terms were very good to help narrow it

14
15

down to something that looked like metal on metal, and we've

16

said -- we gave everyone the list of our search terms about

17

seven or eight months ago.

18

twenty-eight custodians that we collected from.

19

department and shared files we collected from," and, we

20

said, "Yeah, you might need to think about this for a

21

while."

We said, "Here are the
Here is the

22

But we've given lawyers on the Plaintiffs' Steering

23

Committee, lawyers in individual cases, you know, more than

24

a million pages of production so they could look at it and

25

say, "Why didn't you search for this?

Why didn't you
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1

collect from this custodian?"

2
3

And we've said, multiple times, "We're more than
willing to do that."

4

So we have both a timing problem, Your Honor, and a

5

cost problem.

6

that's not counting the review time for lawyers and other

7

people to look for privileged documents, because you still

8

have to do that -- just to get the production to where it

9

is, to collect the documents, to get it in the right format

10

so it's searchable, run the search terms, run the predictive

11

coding.

12

to go back to Square One.

13

We have spent approximately $1 million -- and

It's going to cost us at least an extra $3 million

Now, how did this predictive coding work?

Well, as

14

my good colleague explained to you, it's a computer,

15

artificial intelligence process, and someone sits down and

16

figures out, as they look at documents, what's relevant, and

17

the computer learns and then searches for those types of

18

documents.

19

We, both in writing and in meet and confers, said to

20

our good colleagues, "We will give you sets of documents

21

which have been determined to be nonresponsive" -- so

22

predictive coding has looked at it and said nonresponsive --

23

"we will give you sets of those, and you can randomly select

24

those things -- we all have very smart vendors on both

25

sides -- and you can review them.

And if you review them
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1

and you see documents that you think are responsive, we can

2

add that to what the predictive coding system is doing

3

already."

4

So we can make this interactive.

We can have them

5

look at, you know, how many sets of nonresponsive documents

6

that they want to and satisfy themselves that it is

7

reasonably responsive, or if they want to add to it, it

8

becomes a partnership, and we can have it learn.

9

back and look at the old stuff, and if there's more new

It can go

10

things to pull out, there will be more new things to pull

11

out.

12

But the notion that we have to stop and go back to

13

Square One and go look at these 19.5 million documents is

14

just not warranted, not permitted, we think, under the

15

rules, because it's got to be a reasonable thing and there's

16

got to be proportionality.

17

And I think what's important Judge is, when we were

18

here in February -- I know I was very late -- we were

19

talking about getting depositions started in August.

20

And as part of a meet and confer in January, our

21

good colleagues said, "We want more meta data in the

22

documents you're producing."

23
24
25

I think we had twenty-four, and they wanted us to
give thirty-seven fields of meta data.
We said, "Fine."
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2

We went back to what we had already produced, had
the meta data added to it, produced that.

3
4

The next production we did last week had the new
meta data in it.

5

We had this discussion in January.

Three days after we appear in front of you, we get

6

this letter with 184 document requests saying, "Sorry.

7

We're going back to Square One.

8

over."

9

We're doing everything

Now, if you wanted us to do everything over, then

10

why'd you ask us the month before to just tweak the

11

production a bit to add these meta data fields?"

12
13
14

We didn't think it was really called for, but our
good colleagues wanted it, so we did it at our expense.
THE COURT:

This going back to Square One, as you're

15

describing it, is that the gist of the disagreement between

16

you and the Plaintiffs or is there more to it than that?

17
18

MR. WINTER:

Well, I think that's the fundamental

disagreement.

19

THE COURT:

20

MR. WINTER:

All right.
Then the other part would be, we said,

21

"Give us more search terms," and we haven't gotten them.

22

"You want more custodians, we'll look at it.

23

look at documents that the computer said is nonresponsive to

24

see if you want to add that and reconfigure the algorithm

25

for the computer, we're happy to do that."

You want to
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We've had no back and forth because what they say

2

is, "No search terms, and we start everything over," so

3

that, you know, becomes the real road block here.

4

And we've been very transparent.

We do want to move

5

these cases along, Judge.

6

start depositions in August," you know, we're going to get

7

the document production done so that there's complete

8

production.

When you said, "Do you want to

9

Obviously, someone can say, "I want another

10

custodian," and then we have to figure that part out as we

11

go along, but we'd be in a position to start doing

12

substantive depositions.

13

And, you know, we've spent a lot of money to get to

14

where we are, and to have us triple that cost -- forget the

15

lawyer time -- to do that is just not fair and reasonable.

16

And to the extent we're going to go back and re-do lots of

17

discovery, we're going to be asking you -- if that's what

18

they really want, then they should be paying for it.

19

Thank you, Judge.

20

THE COURT:

21

MR. ARSENAULT:

22

I guess the fundamental issue at the end of the

Okay.

Yes, Mr. Arsenault, please.

Thank you.

23

day -- and I'm sorry that they've spent money.

I'm sorry

24

that they've collected documents.

25

affidavits here from two of the Plaintiffs' counsel, before

We are going to have
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1

the MDL, that will stand for the proposition that they said,

2

"Look.

3

revisit all of this once we get to the MDL," so sorry

4

they've done that.

5

Don't send us anything.

We're going to have to

And then, at the end of day, I guess, I have to

6

question the motives associated with going with search terms

7

first versus predictive coding when we know that search

8

terms are going to give us twenty-five percent, at best, of

9

the relevant documents versus predictive coding.

10

They grabbed 19.5 million documents, moved it down

11

somehow -- I don't know -- to four million, then down to

12

2.5, so they've got -- out of their 19.5 million documents,

13

unilaterally moved that to 2.5.

14

of using predictive coding, first, to try to get more

15

relevant documents, they used search terms.

16

seventy-five percent of the relevant documents unavailable

17

to the Plaintiffs at the end of the day.

18

fundamental dispute.

19

Then on that 2.5, instead

That leaves

That's the

Now, with regard to the meta data, you know, with

20

regard to electronically-stored information and these kinds

21

of documents, there are two basic issues, identifying what

22

you need, what's relevant and discoverable, and then, once

23

you do, the format, you know, so that's apples and oranges.

24

To the extent we've reached any agreement with regard to the

25

format and the meta data, that's going to be instructive

case 3:12-md-02391-RLM-CAN document 346-7

filed 04/04/13 page 17 of 39 16

MARCH 18, 2013 HEARING - CERTIFIED
1

with regard to us ultimately identifying what's really

2

discoverable here, what's relevant.

3

Thank you.

4

THE COURT:

5

MR. WINTER:

6

THE COURT:

7

MR. WINTER:

Thank you, sir.
Your Honor.
Mr. Winter.
So the record is clear here, predictive

8

coding was applied to all of those 2.5 million documents.

9

Search terms weren't used.

Once it got to that level, it

10

was all done by predictive coding, and I think it's

11

instructive, Judge, if you look at --

12
13

THE COURT:

19.5 down to the 2.5?

14

MR. WINTER:

15

THE COURT:

16

Well, the search terms got you from the

Correct.
And then predictive coding and search

terms after that?

17

MR. WINTER:

18

THE COURT:

19

MR. WINTER:

No, just predictive coding.
Okay.
Just predictive coding to that 2.5, so

20

the search terms were only used to -- because the way we

21

collected, we have lots of documents on Biomet knees, on

22

Biomet shoulders, on Biomet elbows.

23

were collected from regulatory and other functions that

24

applied across multiple product lines, so you had to use

25

search terms to knock out stuff that is not even a hip, and

All sorts of documents

case 3:12-md-02391-RLM-CAN document 346-7

filed 04/04/13 page 18 of 39 17

MARCH 18, 2013 HEARING - CERTIFIED
1

then you had to use search terms so that you weren't talking

2

about ceramic hips.

3

hips and we're talking about Magnum's hips, so that's -- the

4

broad collection was to use search terms to get to a

5

universe that had metal on metal.

6

We were talking about metal-on-metal

And I think it's instructive, Judge, when you look

7

at what we put in those slides, on how courts use search

8

terms, routinely, for lots of reasons, knowing their

9

limitations, but it's like, you know, the ship has sailed on

10

using search terms in discovery.

11

accepted way to do it.

12

It's a reasonable and

And I think, if you look at what our good colleagues

13

said to the MDL Panel on why these cases should be

14

consolidated, for efficiency and that we don't re-do

15

discovery, that's precisely what they're asking you to do

16

here, which is precisely what the Panel, when it

17

consolidated all these cases, said shouldn't happen.

18

THE COURT:

Thank you, sir.

19

I do want to try to line this up with the ESI order.

20

I haven't memorized everything we did in the second Case

21

Management Order.

22

I will either get you a ruling this week or we'll

23

contact you and try and set up, perhaps by video or

24

something, a chance for me to hear from your IT experts so

25

that I can get that fuller understanding that Mr. Arsenault
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talked about, and, again, I think we can do that by video,

2

rather than costing everybody a trip back to South Bend,

3

but, first, I want to see if I could do it based on the

4

ground we've already covered and what I've heard today.

5

I did find my agenda, and I've buried it again.

6

have to get better at this.

7
8

I

Here we are.

Plaintiffs' Fact Sheets.

I think we agreed we were

going to talk about that afterwards.

9

Science information presentation.

10

MR. ANAPOL:

11

If I may, if you may indulge me, we would like to be

Yes, Your Honor.

12

heard, you know, again, in some capacity, on the ESI, if we

13

can, just to respond to some of the last comments that

14

Mr. Winter made, to talk about, if necessary, a possible

15

briefing schedule.

16

kind of think about moving forward, whether it's off the

17

record in chambers or at some other point, we'd like to

18

respond, and we'd like to just address some more issues with

19

the ESI, if Your Honor will hear us.
THE COURT:

20

So as much as Your Honor is ready to

Well, why don't we do -- I don't know

21

what your calendars look like.

22

each side to put their positions in writing and identify

23

your disagreements, as you understand it, with the other

24

side?

25

Could we do two weeks for

So what would two weeks from today be?

This is the
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11th.

2

can't do that math.

3

MR. DASSOW:

4

THE COURT:

No, this is the 18th.

So we're into April, and I

April 1st?
Yeah, April 1st, I believe.
So each side is allowed -- if you don't

5

want to do it, you don't have to do it -- allowed until

6

April 1st to submit, in writing, their positions with

7

respect to the parties' current disagreement concerning ESI

8

coding.

9

And, again, then I will either rule on what you gave

10

me or set something up in pretty short order.

11

would like to do it by video, so that we don't have to take

12

the time for people to make the arrangements, or I may be

13

able to go on what I'm given.

That's why I

14

Science and information presentation.

15

MR. ANAPOL:

16

Unfortunately, we've got a bit of a dispute with

Yes, Your Honor.

17

respect to the science and information presentation.

I

18

guess it's protocol more than anything else.

19

think it's appropriate.

20

It's a question of what that protocol is and who's entitled

21

to present and what's going to be presented.

Both sides

We're prepared to move forward.

22

Our fear, again -- and it ties back into the

23

document production at some level -- is that we really don't

24

have the documents we think we need, Number One.

25

been through maybe a sixth of what's been produced already,

We have
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and there's a lot of holes in it, and I don't want to

2

belabor the ESI any more than I have to.

3

We did meet and confer on the science day and try to

4

set up parameters.

5

want to do it sooner rather than later.

6

May.

7

My sense from the Defendants is they
They're looking for

We're looking for the Fall.
And, again, even being more specific, one of our

8

biggest concerns, at this point, is our initial

9

understanding from Your Honor was to keep it pretty basic to

10

help Your Honor understand the parameters, the science with

11

respect to, I think, metal on metal, generally, the injuries

12

and so forth.

13

suggesting they would like to bring an expert in to help

14

present what's presumably going to be modes of failure, and

15

I'm not sure what else specific to Biomet.

16

The concern now is the Defendants are

We're just not there, and so, at the end of the day,

17

I think we would either ask, if we have to move forward in

18

May, that it be very limited and that they don't have an

19

expert present.

20

documents in hand, to have experts look at those documents

21

and be able to have a more -- you know, if we have to go

22

down that road -- more substantive review of those records

23

and delay this science day to the Fall.

24
25

What we would prefer is to have some

THE COURT:

What do you anticipate as the

presentation if we don't have experts?
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MR. ANAPOL:

I think that would work better.

I

2

think that we'd be prepared to go, I think, as early as May

3

without experts, and what we would be referencing,

4

specifically, would be metal on metal, generally; I think

5

the modes of failure within the more global view; more

6

specifically, what happens to claimants when they're injured

7

by these metal-on-metal hips.

8
9
10
11
12
13

THE COURT:

So this would be more like what you

folks had in your what-is-this-all-about brief in the
beginning?
MR. ANAPOL:

I think so.

That would be our sense

more so.
But to get into the specific modes with respect to

14

Biomet and the differences between Biomet and some of the

15

other metal-on-metal products, we're at a huge disadvantage,

16

because we don't have experts, we don't have the documents

17

yet, we don't have the documents to give to the experts yet,

18

as far as we're concerned, so it's all part and parcel, and

19

we're more than happy to move forward in May, if it's

20

limited.

21

THE COURT:

Okay.

22

MR. LADUE:

Judge, we had pretty close to agreement

23

on certain things.

24
25

Mr. LaDue.

I talked with Mr. Dassow about this, and he
suggested each side have an hour-and-a-half.

We think each
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side should have two hours just to make sure the Court has

2

plenty of time to ask questions.

3

arguments.

4

We agreed no witnesses, no

Picking up on Your Honor's comments from our last

5

hearing, you said you didn't want us to make this into a

6

Daubert motion, you didn't want it to turn into summary

7

judgment arguments, and we agree with that, and we would be

8

focusing on the basic science supporting the parties'

9

contentions and just factual background information that

10
11

will assist the Court.
It's correct that we would like to have a surgeon,

12

an expert surgeon assist us.

13

questions about the surgical procedures and talk about

14

post-surgical treatment.

15

THE COURT:

That person can answer

We think that's helpful.

Let me back, up because I just wrote

16

down what you said before, that you'd agreed to either

17

forty-five or sixty or -- I'm sorry.

18

ninety or 120 minutes aside, but then I thought you said you

19

had agreed no experts, no argument.

20
21

MR. LADUE:

I'm sorry.

Not forty-five --

I said, "No witnesses, no

arguments."

22

THE COURT:

No witnesses.

23

MR. LADUE:

We didn't anticipate having the surgeon

24

take the witness stand and present testimony, just to assist

25

us with our presentation and be available to answer --
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THE COURT:

Sitting there at counsel table?

2

MR. LADUE:

Yes.

3

THE COURT:

But not to speak unless asked by --

4
5

unless I ask?
MR. LADUE:

We would probably have them present just

6

a basic overview of the surgical procedures and then be

7

available to answer the Court's questions.

8

THE COURT:

I see.

9

MR. LADUE:

And then we still -- we still think that

10
11

May is a good target.
I'm not sure what additional document production

12

would do to change either parties' presentation on this just

13

sort of basic background information.

14

THE COURT:

What you're thinking about with this

15

surgeon on surgical procedures, would he or she be comparing

16

procedures necessary for the Biomet product, as opposed to a

17

Zimmer product, or are you talking, generally, generically,

18

how one does it, or simply how one puts in the Biomet

19

product?

20

MR. LADUE:

To explain how the Biomet product is

21

implanted and just sort of step by step through the process

22

and then post-surgical treatment for common complications.

23

THE COURT:

Okay.

24

of anybody else's product?

25

MR. LaDUE:

So there would be no discussion

We hadn't intended on that, not at this
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point.

2

THE COURT:

3

Mr. Anapol, help me understand where the big area of

4
5

disagreement is.

Okay.

Thank you.

I understand the little one.

MR. ANAPOL:

I just think we're at a disadvantage if

6

they have an expert present and we're not prepared to bring

7

an expert in in May, particularly as it relates to Biomet.

8

And our concern is that, by example, they start to

9

talk about failure modes as it relates to Biomet

10

specifically.

11

and talk about the other products.

12

metal, generally, and Biomet, specifically.

13

I'm certain they're not going to come in here
The issue is metal on

And where we are at a distinct disadvantage is

14

knowing the information that are in those documents,

15

knowing, you know, the differences between Biomet product

16

and another metal-on-metal hip, and we're just at a

17

disadvantage at this point without experts.

18

to be on a more level playing ground, if we're either -- if

19

they don't have an expert, I think we're more inclined to

20

not be as concerned with May.

21
22
23

THE COURT:

Okay.

And we think,

Let me ask this, putting together

the two things that I've heard today.
Mr. Winters said that, if I go back to Square One

24

and predictive coding, that it would be many months, perhaps

25

as long as a year, perhaps not, before you would have
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everything.

2

How does that fit in with what we're talking about

3

here, since you're indicating you need the documents to be

4

ready for science day?

5

MR. ANAPOL:

This is the first I'm hearing that to

6

start this process over again would cost three times the

7

process that it already cost them, so I'm not quite sure how

8

that math adds up.

9

I can't imagine that it takes a year.

I would think

10

that it would take months to work, but not a year.

11

the time -- if we are able to go down that road, what we are

12

entirely hopeful and think reality will be is that it will

13

speed up the process on the back end.

14

coding is accepted, and we are working collaboratively on

15

deciding which documents belong and which don't through the

16

predictive coding process, that that process may take two,

17

three, four months, and then the actual coding is immediate.

18

And, Mr. Arsenault, I don't know if there's anything

19
20

And by

So if the predictive

I'm missing on this, if you wanted to jump in.
If Your Honor will hear from him, it's really his

21

area more than mine, but that's my sense, that it will not

22

take a year.

23

fact, it would speed up the process long-term.

24
25

It would be much quicker than that, and, in

THE COURT:
where we are?

But it would be a matter of months from
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MR. ANAPOL:

I do believe, as I understand it, that

2

we'd have representatives from both sides together going

3

through specific custodian files to set up the predictive

4

coding.

5

confers there where we disagree on what should go, what

6

shouldn't go, but that once that process is worked up, the

7

process on the back end is dramatically faster.

8
9
10
11
12

There may be issues, you know, with meet and

THE COURT:

Okay.

But your thought is somewhere in

the four-month range?
MR. ANAPOL:

Mr. Arsenault is telling me two to

three months.
THE COURT:

Okay.

All right.

I think maybe it

13

would be -- since there, obviously, is an impact of one on

14

the other, and I've just allowed two weeks to get briefs or

15

letter briefs in on the one, I'd better hold off on that.

16

Obviously, I want to know what we've got before we start

17

getting into discovery disputes, because that's my concern.

18

I think I need to know what you folks are talking about

19

before I can say what the witnesses have to talk about it.

20

So I will hold off on setting science day and

21

figuring out when it should be until I've given you the

22

ruling on the ESI, because there's going to be some impact.

23

Whether it's two months or a year or something in between,

24

there's going to be some impact, so I'm not going to resolve

25

that one today either.
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2
3

How about remand motions.

Maybe I can contribute

something there.
MR. ANAPOL:

Yeah, remand motions.

I don't think

4

there's any disagreement among the parties.

5

this to Your Honor ahead of time.

6

cases in which distributors may have been sued, and I need

7

to find out who the Plaintiffs' attorneys are, reach out to

8

them and find out what their wishes are, if they intend to

9

you know, fight or not the remand, and, you know, we haven't

We mentioned

There are, I think, two

10

really met and conferred, and I think we'll be able to get

11

that one resolved.

12

THE COURT:

So would we do well for that to be a

13

five-week period to allow supplemental briefs for the

14

Plaintiffs moving to remand or to withdraw?

15

MR. ANAPOL:

16

THE COURT:

17
18
19
20
21
22

That sounds reasonable.
That would give you that two weeks we

talked about in chambers, okay.
And we did talk about multi-plaintiff cases to be
severed.

And remind me because I didn't write this down.

Is that where you need to talk to the Plaintiffs'
attorneys first?
MR. ANAPOL:

I think it's underway.

We may have to

23

make sure that it's getting done.

We're in full agreement

24

with the Defendants.

25

Whether they have or haven't, I don't know, but we'll find

The few complaints need to be severed.
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out who they are and assist the Defendants in having them

2

severed.

3
4

THE COURT:

So if I use that on that five-week --

no, you're not looking forward to the --

5

MR. WINTER:

I think, Judge, your prior order,

6

actually, set in place the timing of these, so I don't think

7

you need any further orders.

8

identify for you the cases that would be subject to the

9

order, which we have now done, so I think whatever the time

You wanted the parties to

10

that you set in your order thereafter doesn't need to be

11

adjusted.

12

MR. ANAPOL:

I think Mr. Winter's correct.

I don't

13

have it in front of me.

14

jeopardize some Plaintiffs that were unaware, for whatever

15

reason.

16

know that we need your involvement.

17

happens.

18

I don't want to, you know,

The parties can work together, Your Honor.

THE COURT:

I don't

We'll make sure it

Well, I think you need my involvement to

19

order them severed, so I think I've got to do that and give

20

them all new cause numbers and that sort of thing.

21

MR. ANAPOL:

22

THE COURT:

23

Let me look at my notes to see if there was anything

24
25

Okay.
So we'll get on that.

else I wanted to add.
One thing we did talk about in chambers is that
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there are some pending motions, some of them directed only

2

at parties other than Biomet and a full motion to dismiss.

3
4
5
6
7

Do we have those cause numbers now?

Are they at

fingertip or do -MR. WINTER:

Yes, Your Honor.

We handed a sheet to

both our colleagues and your staff.
THE COURT:

Okay.

So we will attach this as Exhibit

8

A to the memorial of today's conference and say that, in

9

these cases, the Plaintiffs are afforded -- what is five

10

weeks from now?

11

that should be April 22nd -- afforded until April 22nd

12

within which to respond to the pending motions, and we'll

13

move from there and see who responds.

14

Let's see.

MR. WINTER:

Two weeks was April 1st, so

And on the motions to transfer that are

15

going to be on Exhibit A, Your Honor, we are going to

16

withdraw those motions without prejudice.

17

THE COURT:

Okay.

So in what we have as Cause

18

Number 12CV672, which came to us from the Northern District

19

of California -- I'm sorry.

20

12CV586, which also came to us from the Northern District of

21

California, and 12CV724, which came to us from the District

22

of New Jersey -- did I miss any?

23

me start over.

24
25

I missed the one at the top --

Oh, I missed several.

Let

The motion to transfer is withdrawn in the following
one, two, three, four, five --
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MR. WINTER:

2

THE COURT:

I believe it's five, Your Honor.
-- 12CV586, Hales versus Biomet

3

Orthopedics; 12CV617, Wade versus Biomet; 12CV619; Hanson

4

versus Biomet; 12CV672, Chandler versus Biomet; and 12CV724,

5

Anker versus Biomet.

6

this point.

7

MR. WINTER:

8

THE COURT:

9

We'll just show those as withdrawn at

Yes, Your Honor.

Thank you.

With respect to the others on this list

then, the motions to dismiss -- I guess this has the two

10

remand motions, also, where the Plaintiffs would be

11

responding or at least to let -- not responding, but to let

12

us know whether they wish to maintain them, and they shall

13

have until April 22nd within which to do that.

14
15

Anything in addition or anything we covered in
chambers that I didn't memorialize?

16

MR. ANAPOL:

No, Your Honor.

17

We're going to do the Fact Sheet --

18

THE COURT:

19

MR. ANAPOL:

20

THE COURT:

21

MR. WINTER:

22

THE COURT:

Yeah.
That's all.
Anything for the Defendants?
No, Your Honor.
Okay.

We have a small conference room.

23

If too many of you want to participate, we will adjourn to

24

the jury assembly room.

25

MR. ANAPOL:

Your Honor, do you want a date for the
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next hearing?

2

THE COURT:

3

I would think -- May is a complete mess on my

Oh, yes.

I'm sorry.

4

calendar, so I think we would do well to go to -- the last

5

Monday in April would be April 29th.

6
7
8
9
10
11
12
13

Are you folks coming in on Sunday night?

Is that

what you -MR. ANAPOL:

We are now, Your Honor, after last

month's fiasco.
THE COURT:

Well, let me go ahead and give you 9:30

on the morning of the 29th, if that will work for you then.
MR. ANAPOL:

Your Honor, it's actually a bit of a

problem for Mr. Dassow and me.

14

Does the week before or the week after work for you?

15

THE COURT:

16

The week after does not work.

That's

the Circuit Conference.

17

I can do the same thing on April 22nd, 9:30.

18

MR. ANAPOL:

19

John, any problems?

20

MR. WINTER:

21

Does it work for you, Mr. LaDue?

22

MR. LaDUE:

23

MS. LINDER HANIG:

24

MR. ANAPOL:

25

THE COURT:

That's all right with me.

Works for me, Your Honor.

Yes, sir.
Works.

So what time are we going to start?
9:30.
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MR. ANAPOL:

2

THE COURT:

All right.
Okay.

Thank you.

So we will convene, again, on

3

April 22nd at 9:30, and we will retire to some conference

4

room, depending on how many of us there are, to see if we

5

can hammer out the Plaintiffs' Fact Sheet.

6

MRS. POTTS:

All rise.

7

(All comply;

8

Proceedings adjourned.)

9

THE COURT:

Okay.

Let's start going through.

10

So as I go through here, I may need some help.

11

What I am looking at is the red-lined version of the

12

Plaintiffs' Fact Sheet that was submitted by Mr. Dassow by

13

e-mail to chambers with copies, of course, to Biomet, and

14

that's what we've all been looking at, and, as I understand

15

it, the parties have either agreed or I agreed for them to

16

the following:
With respect to the first paragraph in the

17
18

instructions on Page 1, the parties are going to rewrite it,

19

the second and third sentences, to indicate that if the

20

Plaintiff is identifying medical records in which an answer

21

can be found, the Plaintiff would be required to identify

22

the provider, the health care provider whose records are

23

being referenced, but will not need to add further dates, et

24

cetera.

25

Do I have that right?
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MR. DASSOW:

2

MS. LINDER HANIG:

3

THE COURT:

4

On Page 3, Section I, Questions 4 and 5

On Section I, Questions 11(a) through (d) on Page 5,
Question 11(a) will become -- well, no.

7

MS. LINDER HANIG:

8

MR. DASSOW:

9

Correct.

will be deleted.

5
6

Correct.

That's correct.

That's correct.

It's going to be "yes"

or "no," yeah.

10

THE COURT:

11

will be removed, correct?

12

MS. LINDER HANIG:

13

MR. DASSOW:

14

We might want to keep that "in part," don't you

15

It will be "yes" or "no", and the rest

Yes.

think?

16

MS. LINDER HANIG:

17

THE COURT:

18

MR. DASSOW:

19

Yeah.

"Or a portion"?
"Or in part," we can keep, Your Honor,

if it's -- 11(a) would be, "yes, no, or in part."

20

THE COURT:

21

MS. LINDER HANIG:

22

THE COURT:

23

MR. DASSOW:

24

THE COURT:

25

Correct.

So 11(a) will be -Right, as is.

With (b), (c), and (d) out?
Correct.
There was no objection by the Defendant,

as I understand it, to the removal, on Page 7, Category III,
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Question 9, the second part?

2

MS. LINDER HANIG:

3

THE COURT:

4

Now, to Page 10, Question 20, toward the bottom, the

Correct.

So that will be out.

5

question would be modified to, "Have you ever been out of

6

work for more than thirty consecutive days?"

7
8

And then what was 21, modified to 20 here would
be --

9
10

MS. LINDER HANIG:

I think that's actually in, Your

Honor.

11

MR. DASSOW:

12

Twenty-one is --

13

MS. LINDER HANIG:

14

THE COURT:

15

Twenty-two is out --

16

MS. LINDER HANIG:

In.

That's in.

Is out, Plaintiffs' red line.

Oh, that's right, yeah.

But, before we get any further,

17

Judge, I think we skipped Page 8 and 9.

18

18, the "five years" should be "three years."

19
20

THE COURT:

Twelve, 13, 14, and

Twelve, 13, 14, and 18, the period that

is to be covered is three years, instead of "one" or "five."

21

Thank you.

22

MR. DASSOW:

23

Twenty-four, Your Honor --

24

MS. LINDER HANIG:

25

MR. DASSOW:

Yeah.

Page 11, Question 24.

-- is out.
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THE COURT:

2

MR. DASSOW:

3

THE COURT:

4

The original 25, then modified to 24?
Correct.
And the question about third-party

funding and losing control will be out.

5

Twenty-six.

6

MS. LINDER HANIG:

7

that question being stricken.

8
9

MR. DASSOW:

THE COURT:

11

MR. DASSOW:

13
14

Yeah, that was taken out.

So that will be out, okay.
Twenty-eight stays in, and 29 comes

out.
THE COURT:

Right, 28 in, 29 out.

That's on

Page 12.

15

MS. LINDER HANIG:

16

THE COURT:

17

That was

stricken.

10

12

The Defendants don't object to

Correct.

I think that takes us down to the bottom

of Page 15.

18

MR. DASSOW:

Correct.

19

MS. LINDER HANIG:

20

THE COURT:

Correct.

The line at 4 will be changed to

21

"alcohol and allergies," and Part B will be deleted, and

22

"food and medication" will be returned to that chart.

23

MR. DASSOW:

24

THE COURT:

25

Correct.
Ms. Hanig, I'm going to have to ask you

to help me on Page 17 where we have a variety of other
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things that ask them whether they've experienced or been

2

diagnosed.

3

to --

The chart will be expanded to include answers as

4

MS. LINDER HANIG:

5

diagnosis, and name of physician.

6

THE COURT:

Symptoms, date of onset, date of

Let's see.

Then on Page 22,

7

Question 1(d)(iii) about currently suffering from any

8

injuries, that will be deleted as duplicative of the chart?

9

MR. DASSOW:

10

THE COURT:

The chart, uh-huh.
And then the expansion of that onto the

11

next page, date of onset, date of diagnosis, and name of

12

physician, those will be deleted, as well.

13

And then of the two questions that were lost as the

14

Plaintiffs moved from an earlier document to this one, the

15

question about past residences will be included.

16

question about past institutions of education will be

17

deleted.

18

MS. LINDER HANIG:

19

THE COURT:

20

MR. DASSOW:

21

Correct.

Does that cover everything?
And then the last one was just the

language, whoever had the language, for Request Number One.

22

THE COURT:

23

MR. DASSOW:

24

THE COURT:

25

The

Oh, that's right.
Yeah.
On Page 26, Request Number One will be

rewritten to read, substantially, as follows:

"With respect
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to any injury, illness, and/or disease identified in

2

response to this Plaintiff Fact Sheet, all medical records

3

in your possession from any physician, hospital, or

4

health-care provider."

5

MR. DASSOW:

6

THE COURT:

7

MR. DASSOW:

8

THE COURT:

9
10

Okay.
Okay?
Yeah.
And, as I understand it then, Biomet is

going to recast the word processing and forward it then to
Mr. Dassow --

11

MS. LINDER HANIG:

12

MR. DASSOW:

13

THE COURT:

14

MR. DASSOW:

15

THE COURT:

16

Right.

And then we'll submit it jointly.
Assuming it survives both of those, I

will sign it.
Thank you, folks.

18

MS. LINDER HANIG:

19

MR. DASSOW:

21
22
23
24
25

Sure.

-- for review?

17

20

Correct.

Thank you, Your Honor.

Thank you, Your Honor.
(Proceedings concluded.)
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***

2

CERTIFICATE

3

I, DEBRA J. BONK, certify that the foregoing is a

4

correct transcript from the record of proceedings in the

5

above-entitled matter.

6

DATED THIS 25TH DAY OF MARCH, 2013.

7

S/S DEBRA J. BONK

8

DEBRA J. BONK
FEDERAL CERTIFIED REALTIME REPORTER

9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
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BLOG

Asymmetrical Plaintiffs Can Hit the eDiscovery Sweet
Spot
April 11th, 2011
Like children with their noses pressed against a bake shop window, parties with large e-discovery collections
requiring pre-production review can often, for a host of reasons, only gaze longingly at the tempting new technologybased tools and techniques that can slash e-discovery time and costs by staggering amounts.
No such constraints need impede those plaintiff adversaries without large populations of discoverable data, who can
order from the entire menu for uber-economical and efficient solutions tailored to the needs of each specific case.
Look at the dangers facing producing parties. Despite increasing research documenting the shortcomings of
traditional keyword searching, and the improvements possible with more esoteric technology, e.g., the studies from
the legal track of TREC, the Text REtreival Conference, http://trec-legal.umiacs.umd.edu/, and court discussion of
the requirements of a defensible keyword process, e.g., Victor Stanley, Inc. v. Creative Pipe, Inc., 2008 WL
2221841 (D. Md. May 29, 2008), there is still a tremendous real-world gulf between the traditional keyword process
and everything else.
The traditional keyword process is more-or-less well-understood by and comprehensible to everyone, including
magistrates and judges, while the new approaches require understanding a new vocabulary (“latent semantic
analysis”, anyone?), as well as a firm grasp of statistical proofs.
Research casting doubt on keywords in general does little if anything to diminish a party’s ability to defend the
application of keywords in their specific case, while studies extolling the glory of new approaches will not help a party
whose own process has failed in a specific case for reasons which may be difficult to explain convincingly.
And look at the possible consequences of defective productions which can range from fines through casedeterminative measures such as adverse jury instructions.
And when clawbacks, quick peeks and FRE 502 fall short of affording complete protection, the consequences of
waivers of attorney-client privilege through inadvertent production of privileged documents could be fatal to a case
and to reputations.
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But if you don’t have very much to produce, and your needs center on how to digest and make productive use of the
materials being produced to you, everything changes.
You need to prove (or disprove) a case and the new technology, like the tools used by the oil industry to find and
assess new oil fields, will, in the right hands, enable you to identify those portions of a production which are most
likely to reward further exploration and then, within those portions, to sample, test and eventually zoom in on the key
documents you need.
Instead of a constant-diameter pipeline, where expensive human review and analytical resources have to be applied
uniformly across the entire stream of documents, a/k/a, a linear review, you will have a series of funnels with
advanced technology at the earlier stages vastly reducing the size of the pipe feeding the review and analysis team.
In almost all cases, if the proof is there to be found, then this approach will find it, at great savings of time and costs.
And, in the rare case that it doesn’t, and you have to have those expensive human eyes on more or all of a
production, the organization of the production made by the technology will make that subsequent human review as
efficient as possible.
This is the sweet spot of the title: the ability to deploy the most productive tools and techniques, in a graduated
fashion tailored to the scope and costs of a matter, without the risks faced by producing parties. Dig in.

Contact ILS
© 2012–2013 International Litigation Services. All rights reserved.
BLOG designed by Attorneys Online, Inc.
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February 13, 2013
John D. Winter

W. Mark Lanier, Esq.
The Lanier Law Firm, PC
6810 FM 1960 West
Houston, TX 77069
Re:

Partner
(212) 336-2836
Direct Fax (212) 336-2369
jwinter@pbwt.com

Biomet M2a Magnum Hip Implant Products Liability Litigation
Case No. 3:12-md-2391

Dear Mark:
We write in response to your February 7, 2013 letter.
Plaintiffs’ position, as expressed in your letter, appears to be that because
individual cases alleging injuries from Biomet’s metal-on-metal implants were consolidated into
an MDL proceeding, discovery which began a year ago should start anew. To the contrary, the
Judicial Panel on Multidistrict Litigation created this MDL with the specific purpose of
“avoid[ing] duplicative discovery” and “conserv[ing] the resources of the parties, their counsel
and the judiciary,” as well to “promote the just and efficient conduct of [these] actions.” In re
Biomet M2a Magnum Hip Implant Prods. Liab. Litig., Transfer Order MDL No. 2391, 2012 U.S.
Dist. LEXIS 144172 (J.P.M.L. Oct. 2, 2012). Prior to the motion to consolidate here, Biomet
already expended substantial time, effort, and expense in collecting, reviewing, and producing
documents in individual cases that are equally applicable to all of the cases in this MDL and in
training the predictive coding software to identify relevant documents over the course of seven
iterations. Having begun discovery in a reasonable and transparent manner, Biomet will not
agree to start over.
Many of the actions in this MDL were filed before the consolidation. Beginning
in June 2012, in response to discovery requests and with Biomet’s initial disclosures in several
individual cases, Biomet started producing documents and now has produced over a million
pages of documents spanning six document productions. Indeed, eight months ago in the St. Cyr
case, Biomet responded to a virtually identical overbroad set of document requests that plaintiffs
served last week. The plaintiffs in the Ching and Winningham cases also served discovery
requests nearly identical to the ones you served last week seven months ago.
The attorneys and cases in which Biomet has already made document productions
include:
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Ellen Relkin of Weitz & Luxenberg PC in Benson v. Biomet, Inc. et al., E.D. Wash.,
2:12-cv-05131



Brian J. Devine and Kenneth M. Seeger of Seeger Salvas LLP in Ching v. Biomet
Orthopedics, LLC et al., N.D. Cal., 5:12-cv-00502 and Winningham v. Biomet
Orthopedics, LLC et al., N.D. Co., 1:12-cv-02376



Lawrence Jones II and Jasper Ward of Jones Ward PLC in Edelen et al. v. Biomet, Inc. et
al., W.D. Ky., 3:12-cv-00438 and Wurzel et al v. Biomet, Inc. et al., W.D. Ky., 3:12-cv00491



Robert E. Godosky of Godosky & Gentile, P.C. in Faber v. Biomet, Inc. et al., E.D.N.Y.,
1:12-cv-00783



Joseph Shea, Shirly A. Coffey , Greg Hartmann, and Michelle A. Cheek of Shea, Coffey
& Hartmann in Graham v. Biomet, Inc. et al., S.D. Ohio, 1:12-cv-00451



John David Hart of the Law Offices of John David Hart in St. Cyr v. Biomet Orthopedics,
LLC et al., N.D. Tex., 4:12-cv-00032



John R. Climaco, Dawn M. Chmielewski, and Patrick G. Warner of Climaco, Wilcox,
Peca, Tarantino & Garofoli, LPA, Jerrold S. Parker and Daniel C. Burke of Parker
Waichman LLP, and Richard J. Arsenault and C. Michael Bollinger of Neblett, Beard &
Arsenault in Ward-Davis v. Biomet Orthopedics, LLC et al., S.D. Ohio, 2:12-cv-00396

Of these individuals, five are on the Plaintiffs’ Steering Committee or the
Plaintiffs’ Executive Committee. Attorneys in each of these cases were provided with detailed
information regarding the custodians and data sources, the keywords used, and Biomet’s
predictive coding workflow months ago. Since then, none provided Biomet with any additional
keywords or custodians or raised any objections to Biomet’s approach. We renewed the offer to
perform additional key word searches and collect additional custodial files back in November
2012 before the first MDL conference. Again, plaintiffs were silent in response to this offer.
Moreover, when we conferred on orders that were to be submitted to Judge Miller two weeks
ago you asked when Biomet planned to complete its document production and we advised you
that we believed the production of documents already collected would be finished by mid-July
2013. This production timeline was then discussed with Judge Miller on February 4, 2013.
Again, in none of these discussions did you even hint at the demands made in your February 7
letter.
Plaintiffs’ position, that despite the overlapping issues in these individual cases
and the MDL, Biomet should restart its discovery efforts is inconsistent not only with the
purpose of a multidistrict litigation, the JMPL’s instructions and the discussions the parties have
had since the Biomet cases have been assigned to Judge Miller, but also with plaintiffs’
representations when seeking consolidation. When requesting consolidation, your colleague
Thomas Anapol argued that “[i]n addition to significant financial savings, transfer and
consolidation will promote the convenience of the parties and efficiency during pre-trial
proceedings. Duplicative discovery will be eliminated…” Interested Party Response on Support
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of Transfer, MDL No. 2391, JPML Dkt. No. 39 at 5. Similarly, Kenneth Seeger and Brian
Devine argued that consolidation will “ensure that the M2a Magnum cases benefit from the cost
savings accomplished by consolidated pretrial proceedings.” Plaintiffs’ Motion for Transfer,
MDL No. 2391, JPML Dkt. No. 1-1 at 2. Ellen Relkin likewise argued that “… the MDL should
first involve generic corporate discovery … [t]o have parallel and overlapping generic
discovery taking place is … impractical and inefficient.” Interested Party Response on Support
of Transfer, MDL No. 2391, JPML Dkt. No. 57 at 7. And John David Hart argued that
“[w]ithout transfer, coordination and consolidation of these actions … there exists a real and
significant potential for … overlapping discovery, and unnecessary expense to all parties.”
Interested Party Response on Support of Transfer, MDL No. 2391, JPML Dkt. No. 46 at 6.
Although it will not agree to restart discovery, Biomet is open to working
cooperatively with plaintiffs to address concerns raised in your letter in a cost-effective and
proportional manner that is consistent with the Federal Rules of Civil Procedure, the Seventh
Circuit Electronic Discovery Pilot Program, and the Sedona Conference principles and guidance.
Your request that initial relevance determinations for training the predictive
coding algorithm be made by both plaintiffs and defendants is not feasible because Biomet has
already conducted seven predictive coding iterations. Biomet is, however, agreeable to adding
relevant documents provided by plaintiffs to the data set and using them to train the predictive
coding software in the remaining iterations.
As to your request that all custodians and data sources that have been identified as
possibly having discoverable documents be added to the collection, Biomet has collected over
six terabytes of data from all of the shared sources it has identified and from the e-mails, hard
drives, dedicated network storage, and hard copy files of the primary individuals with
responsibility for the devices at issue in this MDL across relevant departments including design,
development, regulatory, clinical affairs, marketing and commercialization, and public relations.
If, in reviewing the documents produced and the documents yet to be produced by Biomet,
plaintiffs identify additional custodians that appear to be particularly relevant, Biomet will be
open to meet and confer on collecting data from those custodians.
With respect to your concerns about the use of keywords, Biomet’s position is
that keywords are a reasonable, commonly-used, and judicially-accepted approach to culling
large volumes of data. As noted above, to ensure a comprehensive collection, Biomet collected
over six terabytes of data. The cost of applying predictive coding to this entire collection would
be far too high and the richness (the ratio of relevant documents to irrelevant documents) far too
low. Instead, because it planned to utilize predictive coding to identify relevant documents,
Biomet chose much broader keywords that it otherwise would have, drawing a broad perimeter
around the data and accepting that the results would be over- rather than under-inclusive.
Although Biomet is not agreeable to applying predictive coding to the full set of data collected, if
plaintiffs believe that relevant and reasonably-targeted keywords should be added, Biomet is
willing to meet and confer on this issue.
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Biomet also agrees that validation is an important step of the predictive coding
process and is willing to meet and confer on this issue.
Finally, Biomet declines your request to produce all non-privileged documents
identified by the keywords irrespective of relevancy and directs you to Rule 26(b)(1) of the
Federal Rules of Civil Procedure, which limits the scope of discovery to “any nonprivileged
matter that is relevant to any party’s claim or defense.”
Sincerely yours,
/s/ John D. Winter
John D. Winter
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Moshkovich, Jenya (x2881)
From:
Sent:
To:
Cc:
Subject:
Attachments:

Moshkovich, Jenya (x2881)
Friday, March 08, 2013 4:09 PM
'Richard J. Arsenault '
Anapol, Thomas (tanapol@anapolschwartz.com); Mark Lanier
(WML@lanierlawfirm.com); Winter, John D. (x2836)
RE: Biomet: Predictive Coding (Draft to Send to Defense Counsel)
Prod 2 letter Exh A.PDF; Prod 2 letter Exh B.PDF

Richard,
Please see below.
_____________________________
Jenya Moshkovich
Patterson Belknap Webb & Tyler LLP
1133 Avenue of the Americas
New York, NY 10036-6710
Tel: 212.336.2881
Fax:212.336.2966
jmoshkovich@pbwt.com

From: Richard J. Arsenault [mailto:rarsenault@nbalawfirm.com]
Sent: Monday, March 04, 2013 5:37 PM
To: Winter, John D. (x2836); jladue@lck-law.com
Cc: tanapol@anapolschwartz.com; wml@lanierlawfirm.com; 'jthorpe@ilsteam.com' (jthorpe@ilsteam.com); Parker,
Jerrold S. (Jerry@yourlawyer.com); Daniel Robinson (drobinson@rcrlaw.net); Jennifer M. Hoekstra; Daniel C. Burke
(dburke@yourlawyer.com); Paul R. Cordella (Paul.Cordella@LanierLawFirm.com); 'dforrest@ilsteam.com'
(dforrest@ilsteam.com)
Subject: Biomet: Predictive Coding (Draft to Send to Defense Counsel)

John:
Pursuant to Principle 2.01 of the Order Relating to the Discovery of Electronically Stored
Information, we have been discussing methods for identifying discoverable ESI and the associated
production of same. Plaintiffs have proposed that predictive coding be employed. Defendants
have also proposed using predictive coding, but only after first narrowing the universe of
documents by applying search terms, and then only in a manner that further eliminates
documents identified in the search term results. Given their radically different profiles for
identifying discoverable ESI, plaintiffs are requesting predictive coding be employed from the
onset based on the many studies suggesting exponentially greater efficacy with this approach. To
first filter documents using search terms that at best can only locate less that 25% of relevant
documents strikes us as an unacceptable approach.
During our “meet and confer” today, we stated we would summarize our predictive coding
proposal. As promised, here it is;

1
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1. Defendants identify all potential custodians and data sources.
A list of custodians and data sources is attached. Biomet has collected a very large amount
of data from all of the shared sources it has identified and from the e-mails, hard drives, dedicated
network storage, and hard copy files of the primary individuals with responsibility for Biomet’s
metal-on-metal devices. If, in reviewing Biomet’s documents, plaintiffs identify additional
custodians that appear to be particularly relevant, Biomet will be open to meet and confer on
collecting data from those custodians.
2. Parties confer and agree on the custodians and data sources to be collected, with
disagreements resolved by the Court or a third-party special master agreed by the parties
or appointed by the Court. The raw population consists of all documents from these
custodians and data sources.
See response to #1 above
3. The parties confer and agree on the relevant topics, with disagreements resolved by the
Court or the special master.
Plaintiffs have already identified 184 topics in their requests for production. If, as the
litigation proceeds, additional relevant topics are identified, plaintiffs can follow up with
supplemental document requests.
4. An appropriate predictive coding system is trained through a collaborative process by both
parties with respect to each topic, with procedures agreed upon by the parties and their
vendor (and not unilaterally imposed by one party). Determinations of document
classification (relevance) for training are made jointly and cooperatively by the parties, with
disagreements resolved by the Court or the special master.
The predictive coding software is already trained based on virtually identical requests for
production received in prior cases. Biomet has already conducted seven predictive coding
iterations and will not agree to start training over, but we can add relevant documents provided
by plaintiffs to the data set and use them to train the predictive coding software in the remaining
iterations. Unlike other predictive coding software, Recommind’s Axcelerate does not require “restabilization” or a do-over when new data is combined with old data. We are also willing to give
plaintiffs a random sample of non-responsive documents and, if you believe any to be responsive,
use them to train the predictive coding software. Lastly, Biomet has already attempted to engage
in a collaborative process by providing plaintiffs with a list of keywords and offering plaintiffs the
opportunity to supplement the list. Although plaintiffs have, so far, declined to collaborate, that
offer still stands.
5. The trained system is applied to the raw collection and a production set of relevant
documents is identified.
2
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The cost of applying predictive coding to the entire raw collection would be far too high and
the ratio of relevant to irrelevant documents far too low. Keywords are a reasonable
and commonly-used approach to cull large volumes of data and, as offered previously, if plaintiffs
believe that relevant and reasonably-targeted keywords should be added, Biomet is willing to
meet and confer on this issue.
6. A random sample is taken from the raw collection and the parties jointly determine the
relevance of the documents in the sample, with disagreements resolved by the Court or
special master. The sample size shall be sufficient to provide at least 385 documents
determined to be relevant.
To demonstrate that plaintiffs’ concern that an unacceptable amount of relevant
documents was not picked up by the keywords is unfounded, Biomet is willing to take a random
sample (99% confidence level +/- 2%) of documents from that set and produce the non-privileged
documents to plaintiffs. If, in reviewing these documents, plaintiffs identify additional relevant
and reasonably-targeted keywords, Biomet is willing to meet and confer on adding them. Biomet
is also willing to use these documents to train the predictive coding software in the remaining
iterations
7. If recall is at least 85% with an error margin of 5%, the process shall be deemed complete
and all relevant documents identified by the predictive coding system, save those withheld
for privilege and so logged, shall be produced. (Recall is calculated based on the random
sample relevance determinations and the production set identifications of those
documents made by the trained system.)
Biomet will not agree to a set recall standard in advance but will share the recall achieved
once it believes that it has found a significant number of responsive documents in the population.
Biomet is willing to meet and confer with plaintiffs at that point on whether the recall achieved
was sufficiently high or whether document review should continue.
8. If recall does not reach that level, the process will be repeated beginning with step 4 above
until the specified recall is achieved, or the parties otherwise agree.
See response to #7 above.
Please let us know if this protocol is acceptable. If it is not, let us have your proposal or
alternatively your thoughts on whether we need to continue the dialogue. We’d appreciate being
favored with a response within the next day or so. We’d like this matter either resolved before the
next status conference or raised as a topic with the court at that time. We are available this week
with our vendor. Thanks.

RICHARD J. ARSENAULT
3
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TechnologyAssisted Review Is a Promising Tool for
Document Production
Barry Kazan and David Wilson
New York Law Journal
03182013

For lawyers and clients overwhelmed with the cost and aggravation of conducting electronic discovery, a new, more efficient
method is taking hold. This methodology, known as predictive coding or technologyassisted review, was developed by e
discovery companies that claim it can provide a significant shortcut in large document reviews and therefore a substantial cost
savings. In the last year, the new methodology has been addressed by courts, including those in New York. Some published
research on the effectiveness of the technique has shown promise, and a recent article in The Wall Street Journal reported
positive results in a case where a court approved the use of predictive coding over the objection of the party that sought the
discovery.
In general terms, predictive coding is a way of using technology to extrapolate to a large set of data the results of human
relevance decisions on a subset of that data. The process starts with lawyers who are most familiar with the issues in a case
or with a set of document requests reviewing the subset of data. These reviewers generally generate a "seed set" of
documents, each document of which is coded for relevance, privilege or other criteria. The seed set will include documents
that are deemed both relevant and irrelevant. Those selections are then used by the computer to generate relevance rankings
for the larger group of documents. The relevance rankings are then tested by the reviewing lawyers to refine the computer
analysis. The process is analogous to a spam filter whereby the lawyers and the computer interact to achieve a level of
certainty as to what is relevant. Some published studies maintain that the results of this approach are more accurate than an
entirely human review of the results of keyword or Boolean searches. With a computer program doing the sorting work of
junior lawyers, the savings in large cases can be substantial.
Advocates of technologyassisted review compare the anticipated costs of complying with discovery requests using search
terms and human review against the projected costs of using predictive coding, citing studies that predict significant cost
savings from using this approach. Those studies also contend that the accuracy of properly constructed technologyassisted
reviews exceeds that of purely human reviews, because human reviews apparently miss a startlingly large percentage of
relevant documents.
Opponents of the proposed approach question the soundness or applicability of the studies and are fundamentally
uncomfortable with the notion that in a technologyassisted review, not every document is actually reviewed by a person. In
addition, because the seed set that includes both relevant and irrelevant documents will generally be turned over to the
receiving party, the producing party may be reluctant to supply documents that it would not have turned over in a manual
review. Finally, concerns about the costs of resolving disputes and engaging in motion practice over the discovery process
itself—given the lack of consensus on the appropriateness of technologyassisted review—may be a barrier to implementing
the process.
Parties are free to agree to this or other shortcuts to extensive human review of the results of keyword searches. Courts have
recently entered the fray on predictive coding in cases where an agreement is not reached. In the last year, at least five courts
have addressed the use of technologyassisted review as a means of identifying responsive documents requested in
discovery. In large matters, parties who are faced with significant costs for document review would do well to review these
decisions.
'Da Silva Moore'
www.newyorklawjournal.com/PubArticleFriendlyNY.jsp?id=1202592178481#
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In Da Silva Moore v. Publicis Groupe & MSL Group, 2012 WL 607412 (S.D.N.Y. Feb. 24, 2012), U.S. Magistrate Judge
Andrew Peck entered an order, which at the time was the first case in which a court explicitly endorsed predictive coding in a
written decision, declaring that "[c]omputer assisted review is an acceptable way to search for relevant ESI in appropriate
cases."
Although it was widely reported via a press release from the defendants' computer vendor that Peck "ordered" the parties to
use predictive coding, Peck made clear that the parties had agreed to the defendants' use of predictive coding and he was
merely resolving disputes over the scope and implementation of the process. Id. at n.1.1 Thus, in addressing the parties'
disagreements, Peck considered the issues of which custodians should be searched, which sources of electronically stored
information (ESI) must be searched and the protocol for use of the predictive coding tools. Id. at 712.
In examining the predictive coding protocol, Peck discussed to what confidence level the documents would be analyzed, the
seed set that would be used and the fact that the plaintiffs would have access to those documents, the coding that would be
done by the human reviewers and the number of iterative rounds that would be used to "train" the computer. Id. at 912.
Importantly, Peck permitted the parties to return if they felt the defendants' protocol did not result in a properly trained
computer. Id. at 12.
The plaintiffs had argued against the predictive coding protocol, alleging that the process violated the Federal Rules of
Evidence regarding experts and that the results were not reliable Id. at 15. Peck overruled these objections, finding that the
Federal Rules of Evidence were inapplicable at the discovery stage because there was no testimony being offered for
admissibility at trial. Id. Similarly, Peck dismissed the plaintiffs' reliability concerns as premature at best, given the
transparency of the process. Id.
Ultimately, Peck ruled that "predictive coding was appropriate considering (1) the parties' agreement; (2) the vast amount of
ESI to be reviewed (over three million documents), (3) the superiority of the computerassisted review to the alternatives (i.e.,
linear manual review or keyword searches), (4) the need for cost effectiveness and proportionality under Rule 26(b)(2)(C),
and (5) the transparent process proposed by [the defendants]."
The plaintiffs filed objections to the Feb. 24, 2012 order with U.S. District Judge Andrew Carter. On April 26, 2012, Carter
overruled the plaintiffs' objections, finding that Peck's rulings were "well reasoned and they consider the potential advantages
and pitfalls of predictive coding software." Order at 3.
'In Re: Actos'

In In re: Actos (Pioglitazone) Products Liability Litigation, MDL No. 6:11md2299 (W.D. La. July 27, 2012), the court entered
an agreedupon case management order that was extremely detailed and outlined how the predictive coding protocol would
be implemented. The order stated that the "sample collection population" would be created from the emails of four key
custodians (after a meet and confer process between the parties) and regulatory documents previously collected by the
defendant Takeda.
The order provided that the defendant would have the ability to initially review the documents selected by the computer for a
privilege analysis. Order at 10. Interestingly, once privilege was addressed, the order provided that the plaintiffs and
defendant Takeda would each appoint three individuals (referred to as "experts" in the order) who would work with the vendor
to "train" the software that would analyze the documents.2 Order at 78. Thus, rather than the producing party making
decisions on relevance of the initial sets that would be reviewed, the parties' experts would jointly make those determinations.
Similarly, the parties agreed that while attorneys for the defendant would have access to the entire sample collection
population and would lead the computer training, "they will work collaboratively with the Plaintiffs' counsel during the
Assessment and Training phases." Id. at 8. Once the software was deemed appropriately trained, the predictive coding
analytics would be applied to the entire production, at which point the defendant's counsel would conduct the manual review
and produce responsive documents. Id. at 13. The order also provided for a quality control process referred to as "Test the
Rest" (an analysis of those documents that were not designated as part of the review set), which again is a process that
contemplated the parties working together to review those documents. Id. at 14. Likewise, the order required that the parties
review those documents that were part of the review set, but that were determined by counsel not to be subject to production.
Id. at 15.
Finally, while the order preserved the defendant's right to seek costshifting, it defaulted to the defendant bearing the costs of
production with the exception of the plaintiffs' costs in participating in the protocol, which were agreed to be borne by the
plaintiffs. Id. at 16.
'Kleen Products'

For a while, it appeared that Kleen Products v. Packaging Corp. of America, No. 10C5711 (N.D. Ill.), was going to be another
battleground for predictive coding. In that case, the plaintiffs were pushing for the application of some form of predictive coding
to the defendants' production notwithstanding the fact that the defendants had already produced in excess of a million
documents. While the magistrate judge conducted two days of hearings on the issue, those hearings did not result in a
decision; rather, the magistrate judge urged the parties to cooperate and reach agreement. Ultimately, the plaintiffs withdrew
www.newyorklawjournal.com/PubArticleFriendlyNY.jsp?id=1202592178481#
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their request and the parties filed a stipulation confirming that fact.
'EORHB'

As proof that courts are becoming more attuned to the possible savings that result from predictive coding, one need look no
further than the Delaware Chancery Court. In EORHB v. HOA Holdings, No. 7409VCL (Del. Ch. Ct. Oct. 15, 2012), a vice
chancellor of the court conducted a hearing and issued rulings on a motion for partial summary judgment and a motion to
dismiss. At the conclusion of the hearing the court sua sponte introduced the concept of predictive coding. Specifically, the
court stated:
This seems to be an ideal nonexpedited case in which the parties would benefit from using predictive coding. I would like you
all, if you do not want to use predictive coding, to show cause why this is not a case where predictive coding is the way to go…
The problem is that these type of indemnification claims [at issue in this case] can generate a huge amount of documents.
That's why I would really encourage you all, instead of burning lots of hours with people reviewing, it seems to me that this is
the type of nonexpedited case where we could all benefit from some new technology use.
Transcript of Oct. 15, 2012 Hearing at 6667.
'Global Aerospace'

Global Aerospace v. Landow Aviation, No. CL 61040 (Va. Cir. Ct., Loudon County April 23, 2012), portrays what is probably
the classic debate between linear review and technologyassisted review.
In that case, the defendants moved for a protective order permitting them to use predictive coding over the plaintiffs' objection.
In their motion, the defendants indicated that it would cost approximately $2 million to review. They discussed the literature
stating that linear review would generate a responsive rate of 60 percent and key word searches only 20 percent, and they
proposed that predictive coding at a 75 percent responsive rate would be sufficient. In addition, they proposed to share their
entire sample set with the plaintiffs.
The plaintiffs opposed the motion, arguing that "the production of documents is not a complicated concept." Indeed, they
characterized it as one in which you "talk to the client. Locate the files. Look at the documents… Select the ones that are
responsive and not privileged." The plaintiffs argued that a computer should not be searching the documents and that they are
entitled to all responsive ESI, not just that which falls within the 75 percent confidence level.
Ultimately, the court granted the defendants' request to use predictive coding over the plaintiffs' objection. The order expressly
provided that it was without prejudice to the plaintiffs challenging the completeness of the production and/or the ongoing use
of predictive coding.
Defendants' position seems to have been validated according to a recent entry in The Wall Street Journal's law blog that
reported on the results of using predictive coding based on an interview with counsel for the producing party in Global
Aerospace. Counsel said he selected 5,000 of the 1.3 million total documents for the seed set and trained the program by
manually coding them as relevant or irrelevant. The computer program used those selections to deem 173,000 of the 1.3
million as relevant. In testing those results with human review, producing party counsel reviewed 400 of the "deemed
relevant" documents and found that about 80 percent were, in fact, relevant. Based on a sample of the more than 1.1 million
documents the computer deemed irrelevant, only 2.9 percent were found to be relevant. According to some studies of the
accuracy of human review, this socalled recall rate is significantly greater than that for human reviews. Moreover, producing
counsel said that the total cost of this document production project was $200,000—far less than it would have cost to use
human review.
Conclusion

Technologyassisted review is worth serious consideration in any case where the volume of data is likely to take a dozen or
more lawyers two weeks or more to review the material. Of course, the more document custodians that are involved, the more
likely it will be that technologyassisted review might add efficiency and save costs. Class actions or largescale investigations
may be good candidates for this approach, whereas smaller cases with few custodians and limited data generally are not.
In any case, technologyassisted review is not a substitute for careful lawyering, sound judgment and good planning. Lawyers
must become familiar with the issues in a case and know their client's data well in order to construct a proper protocol and
either work with opposing parties to agree on that protocol or prepare to apply for court approval. Particularly because most
courts are not yet that familiar with technologyassisted review, they tend to require that the protocol implemented be
transparent and open so it appears fair and will be easily understood by the receiving party. Whether this transparency will
remain a requirement is the subject of current debate given the fact that the types of information made available in a
transparent process (e.g., nonrelevant documents, seed sets) are generally not made available in a linear review where only
the results, not the process, are provided.
Finally, even in cases where technologyassisted review is beneficial, it may not be appropriate for all categories of
documents. For example, where the conduct or knowledge of a particular custodian is at issue, it may be advisable to conduct
a fullscale human review of all of his or her data.
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In the end, technologyassisted review should be viewed as a promising tool in the arsenal of lawyers and clients who are
looking to handle largescale document productions in the most efficient and economical manner.
Barry Kazan is a partner at Thompson Hine in New York. David Wilson is partnerincharge of the Washington, D.C., office.
Endnotes:

1. The plaintiffs disputed Peck's characterization of what they agreed to regarding the use of predictive coding.
2. The order included prohibitions against disclosure by the plaintiffs' designees of documents that would otherwise not be
subject to disclosure under the protective order entered in that case.

Copyright 2013. ALM Media Properties, LLC. All rights reserved.
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UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF INDIANA
SOUTH BEND DIVISION

)
IN RE: BIOMET M2A MAGNUM HIP )
IMPLANT PRODUCTS LIABILITY )
LITIGATION
)
)
)
)
THIS DOCUMENT APPLIES TO:
)
ALL CASES
)

Case No. 3:12-md-2391
JUDGE ROBERT L. MILLER, JR.

To: John Winter, Esq.
PATTERSON, BELKNAP, WEBB, & TYLER, LLP
1133 Avenue of the Americas
New York, NY 10036
PLAINTIFFS' FIRST REQUEST FOR THE
PRODUCTION OF DOCUMENTS TO DEFENDANTS

Pursuant to Federal Rule of Civil Procedure 34, Plaintiffs in the above-referenced cases
request Defendants, BIOMET, INC., BIOMET ORTHOPEDICS, LLC, & BIOMET U.S.
RECONSTRUCTION, LLC, and any other Biomet named entities ("Defendants") to produce and
permit the Plaintiffs' Steering Committee to inspect and copy the documents described below.

DEFINITIONS

1.

"DOCUMENTS" as used in this request is coextensive with the meaning of the terms

"documents," "electronically stored information" and "tangible things" as used in Federal Rule of
Civil Procedure 34, and shall have the broadest possible meaning and interpretation ascribed to those
terms under Rule 34 and the applicable Local Rules for the Northern District of Indiana.
Consistent with the above definition, the term "DOCUMENT" shall include, without
limitation, ELECTRONIC DATA, ELECTRONIC DATABASES, ELECTRONIC MEDIA and any
written, printed, typed, photostatic, photographed, recorded, computer-generated, computer-stored, or
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otherwise maintained or reproduced COMMUNICATION or representation, any database or data
compilation in any form, whether comprised of letters, words, numbers, pictures, sounds, bytes, emails, electronic signals or impulses, electronic data, active files, deleted files, file fragments, or any
combination thereof including, without limitation, all memoranda, notes, records, letters, envelopes,
emails, voicemails, telegrams, messages, studies, analyses, contracts, agreements, projections,
estimates, working papers, accounts, analytical records, reports and/or summaries of investigations,
opinions or reports of consultants, opinions or reports of experts, opinions or reports of accountants,
other reports, trade letters, press releases, comparisons, books, diaries, articles, magazines,
newspapers, booklets, brochures, pamphlets, circulars, bulletins, notices, forecasts, drawings,
diagrams, instructions, minutes or meetings, correspondence, and communications (as defined below)
of any type (including but not limited to video files, audio files, inter- and intra-office
communications), questionnaires, surveys, charts, graphs, photographs, phonographs, films, webcasts,
powerpoints, tapes, discs, data cells, drums, printouts, all other compiled data which can be obtained
(translated, if necessary, through intermediary or other devices into useable forms), documents
maintained on, stored in or generated on any electronic transfer or storage system, any preliminary
versions, drafts or revisions of any of the foregoing, and other writings or documents of whatever
description or kind, whether produced or authorized by or on behalf of YOU or anyone else, and shall
include all non-identical copies and drafts of any of the foregoing now in the possession, custody or
control of YOU, or the former or present directors, offices, counsel, agents, employees, partners,
consultants, principals, and /or persons acting on YOUR behalf.
2.

"ELECTRONIC DATA," "ELECTRONIC DATABASE," "DATABASE" and

"DATA" mean the original (NATIVE ELECTRONIC FORMAT) and any non-identical copies
(whether non-identical because of notes made on copies or attached comments, annotations, marks,
transmission notations, or highlighting of any kind) of writings of every kind and description whether
inscribed by mechanical, facsimile, electronic, magnetic, digital, or other means. Such terms include,
by way of example only, COMPUTER programs (whether private, commercial or works-inprogress), programming notes or instructions, activity listings or electronic mail receipts and /or
transmittals, output resulting from the use of any software program, including word processing
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documents, spreadsheets, database files, charts, graphs and outlines, electronic mail, operating
systems, source code of all types, peripheral drivers, PID files, batch files, ASCII files, and any and
all miscellaneous files and/or file fragments, regardless of the media or which they reside and
regardless of whether said electronic data consists of an active file, deleted file or file fragment. Such
terms include any and all items stored on COMPUTER memories, hard disks, floppy disks, CDROMS, removable media such as zip drives, USB drives, storage cartridges, Bernoulli Boxes and
their equivalent, magnetic tapes of all types, microfiche, punched cards, punched tape, COMPUTER
chips, including, but not limited to EPROM, PROM, RAM and ROM, on or in any other vehicle for
digital data storage and/or transmittal. Such terms also include the file, folder tabs and/or containers
and labels appended to, or associated with, any physical storage device associated with each original
and/or copy.
3.

"ELECTRONIC MEDIA" means any magnetic or other storage media device used to

record electronic data. Electronic media devices may include COMPUTER memories, hard disks,
floppy disks, cloud data center(s), CD-ROM, removable media such as Bernoulli Boxes and their
equivalent, magnetic tapes of all types, microfiche, punched cards, punched tape, COMPUTER chips,
including, but not limited to EPROM, PROM, RAM and ROM, or on or in any other vehicle for
digital data storage and/or transmittal, computers, servers and other network computers, backup tapes
or systems, laptop computers, home or personal computers used for business purposes, a personal
digital assistant, e.g. Palm Pilot, R.I.M., Blackberry, iPhone or similar device (generically known as
"smart phones" or "PDAs"), and external storage devices (such as thumb drives or USB drives).
4.

"NATIVE ELECTRONIC FORMAT" shall mean and refer the state of an electronic

file as it presently exists on any and all COMPUTERS, ELECTRONIC MEDIA devices and
NETWORKS or any other location where data may be stored (including back-up servers, deleted
folders, hidden folders, etc.), with all of the file's original metadata intact, meaning that the metadata
fields have not been altered, deleted, updated or modified in any way.
5.

"NETWORK" means any hardware and/or software combination that connects two or

more COMPUTERS together and which allows the COMPUTERS to share and/or transfer data
between them. For the purposes of this definition, the connection between or among the
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COMPUTERS need not be either physical or direct, i.e., wireless networks, and sharing and/or
transferring data via indirect routs utilizing modems and phone company facilities, In addition, there
need not be a central file or data server nor a central network operating system in place, i.e. peer-to- peer networks and networks utilizing a mainframe host to facilitate data transfer.
6.

"COMPUTER" means all devices utilizing microchips to facilitate processing,

analysis or storage of data, including microcomputers (as known as personal computers), laptop
computers, portable computers, notebook computers, palmtop computers (as known as personal
digital assistants or PDA's), minicomputers and mainframe computers. "COMPUTER SYSTEM,"
when used in reference to any COMPUTER, includes the following information: (a) the computer
type, brand, and model, and (b) the brand and version of all software, including the operating system,
private- and custom-developed applications, commercial applications and/or shareware.
7.

"BIOMET HIP SYSTEM" is used to refer to, as broadly applicable as possible

whether in the singular or plural, the Biomet M2a—Magnum, Biomet M2a-38, Biomet M2a—Taper,
Biomet M2a—Ringloc, Biomet M2a-28mm, Biomet Stanmore, and Biomet Exceed ABT Hip Systems
and any predecessor, successor or non-final derivation of this device.
8.

"YOU, "YOUR," "Defendant" and "Defendants" refer to Defendants (both

collectively and individually) as well as all of their partners, directors, officers, employees, servants,
agents, attorneys, joint venturers, third-party contractors or other representatives, including all
corporations and entities affiliated with Defendants. The term "YOU" and "YOUR" shall also
include all predecessor business entities, as well as any predecessor's partners, directors, officers,
employees, servants, agents, attorneys, joint venturers, third-party contractors or other
representatives. The terms "YOU" or "YOUR" shall also include all foreign subsidiaries or foreign
parent companies, as well as any foreign subsidiaries' or parent companies' partners, directors,
officers, employees, servants, agents, attorneys, joint ventures or other representatives.
9.

"COMMUNICATION" shall mean and refer to any oral, written, spoken or electronic

transmission of information, including but not limited to, meetings, discussions, conversations,
telephone calls, memoranda, letters, emails, test messages, postings, instructions, conferences, or

4

case 3:12-md-02391-RLM-CAN document 346-12

filed 04/04/13 page 6 of 42

seminars or any other exchange of information between YOU or between YOU and any other person
or entity.
10.

"RELATING TO," "RELATE TO," "RELATING," "REFERRING TO," "REFER

TO," "CONCERNING" or "CONCERN" shall mean evidencing, regarding, concerning, discussing,
embodying, describing, summarizing, containing, constituting, showing, mentioning, reflecting,
pertaining to, dealing with, relating to, referring to in any way or manner, or in any way logically or
factually, connecting with the matter described in that paragraph of these demands, including
DOCUMENTS attached to or used in the preparation of or concerning the preparation of the
DOCUMENTS.
11.

"STUDY" includes any research, analysis or examination, inspection or investigation

(including, but not limited to, clinical investigations) or other activity by which data or information is
acquired for the purpose of analysis or understanding. The term is intended to include studies which
have been completed and studies which are still in progress regardless of whether such activity took
place within or without the United States. It should include information and data acquired from such
study regardless of the stated or original purpose of the study.
12.

"TEST" includes any kind of examination, experiment, scientific analysis or other

inquiry or undertaking seeking to develop or acquire information or data. It should include
information and data acquired from such tests regardless of the stated or original purpose of the test.
The term is intended to include tests which have been completed and tests which are still in progress
regardless of whether such activity took place within or without the United States. The term "TEST"
is often used in conjunction with the term "STUDY" defined herein. A request for information
concerning a test or study should be construed as including the following DOCUMENTS: the
protocol for the conduct of the test/study, a statement of the conditions under which the test/study
was intended to be conducted, a statement of the conditions under which the test/study was actually
conducted, DOCUMENTS requesting that the test/study be performed, DOCUMENTS ordering that
the test/study be performed, DOCUMENTS containing the original raw test/study data,
DOCUMENTS containing the written test/study report and all attachments thereto, DOCUMENTS
containing the test/study specifications, including the pass-fail criteria, any summary, abstract,
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analysis, compilation, including evaluation or interpretation of the test/study and all investigators or
entities, universities and/or laboratories involved in the testing.
13.

"FOREIGN REGULATORY BODY" means any organization, including but not

limited to the regulatory bodies, that regulate medical devices such has hip implants in Japan, Canada
(Health Canada), Australia (TGA), the United Kingdom (MDA/MHRA) and any other Competent
Authority or other entity within the European Union that is involved in the regulation of hip implants
such as the BIOMET HIP SYSTEM.
14.

"IDENTIFY" or "IDENTITY" with respect to natural persons or entities, means to

give, to the extent known, the person's full name and present or last known address and telephone
numbers, and when referring to a natural person, additionally, the present or last know place of
employment.
15.

"POSSESSION, CUSTODY OR CONTROL" shall mean and refer to any

DOCUMENTS in your possession, custody or control. A DOCUMENT is deemed to be in your
"possession, custody or control" if it is in your physical custody, or if it is in the physical custody of
another person or entity and YOU: (a) own such document in whole or in part; (b) have a right by
contract, statute or otherwise to use, inspect, examine or copy such DOCUMENT on any terms; (c)
have an understanding, express or implied, that you may use, inspect, examine or copy such
DOCUMENT on any terms; or (d) have, as a practical matter, been able to use, inspect, examine or
copy such DOCUMENT when you have sought to do so. Such DOCUMENTS shall include, without
limitation, DOCUMENTS that are in the custody of your attorney(s), employees, staff,
representatives and agents.
16.

"PERSON" means natural person, as well as corporate and/or governmental entity.

17.

"PREDICTIVE CODING" means the technology-assisted review classification

process where the parties jointly use automated computer analysis to distinguish relevant from nonrelevant documents based upon a training set of documents coded by subject matter experts selected
by Plaintiffs and Defendants.
18.

"RECALL", a standard statistical measure used in determining the successfulness of

predictive coding (or any other classification process), is defined as the percentage of relevant
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documents in a population which were in fact classified as relevant by the classification process; it
will be calculated using a random sample of documents from representative custodians to be agreed
upon by the parties.
19. "DEPARTMENT", "GROUP", "REGIONS", "DIVISIONS", "COMMITTEES"
and/or "TASK FORCES" includes but is not limited to Biostatistics/Data Management Organization,
Business Intelligence Team, Clin Res/Reg Aff., Clinical Research Organization, Corporate Accounts,
Customs and Prototyping Team, Biomet Board Team, Biomet Clinical Research, Biomet Regulatory
Affairs, Biomet Customer Service Department, Biomet Health Care Compliance, Biomet Worldwide
Operations, Biomet Regional Logistics Department, Biomet Finance Department, Biomet Marketing
Department, Quality Planning, Regulatory Affairs Department, Biomet International Orthopaedics
Board, Biomet Management, Biomet Management Board, Biomet Regulatory Affairs, Biomet 3i,
LLC, Biomet Europe BV, Biomet Argentina S.A., Biomet 3i International, Biomet Biologics, Biomet
Austria GmbH, Biomet Australia Pty Ltd., Biomet 3i Belgium NV, Biomet Fair Lawn, Biomet
Belgium BVBA, Biomet Canada, Biomet 3i do Brasil Ltda., Biomet Microfixation, LLC, Biomet CZ,
s.r.o, Biomet Microfixation Canada, Inc., Biomet 3i Canada, Inc., Biomet Orthopedics, LLC, Biomet
Danmark ApS, Biomet Chile, Biomet 3i Deutschland, Biomet Sports Medicine, LLC, Biomet
Deutschland GmbH, Biomet China, Biomet 3i France, Biomet Trauma, Biomet El Salvador, Biomet
3i Dental Iberica S.L., Citra Labs, Biomet France SARL, Biomet Korea Co. Ltd, Biomet 3i Mexico,
S.A. de C.V., EBI, LLC dba Biomet Spine & Bone Healing Technologies, Biomet Hellas S.A.,
Biomet Mexico S.A. de C.V., Biomet 3i Schweiz GmbH, EBI Patient Care, Inc., Biomet
Magyarorszag Kft., Biomet Orthopaedic India Pvt. Ltd, Biomet U.K., Ltd, Interpore Cross
International, Biomet U.K. ltd., Biomet New Zealand, Biomet 3i Netherlands B.V., Biomet 3i Nordic
AB, Biomet Norge A.S., Biomet Japan, Biomet 3i Japan, Biomet Polska Sp.z.o.o., Biomet
Orthopedics Puerto Rico, Inc., Biomet Korea Co., Ltd., Biomet Italia S.r.l.; Orthopedic Biomet
CentroAmericana, Biomet Orthopedics Switzerland GmbH, Biomet Global Supply Chain Center,
B.V., Biomet Netherland B.V., Biomet Spain, Biomet Portugal Unipessoal, Lda., Biomet Medikal
Ltd.Sti, Biomet Cementing Technologies A.B., Zheijiang Biomet Medical Produccts Co., Ltd,
Changzhou Biomet Medical Devices Cp., Ltd., Biomet S.E.A. Sdn. Bhd., Biomet Inc. Global
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Quality/Clinical/Regulatory Affairs, Biomet Finance, Biomet Finance International Accounting,
Biomet, Inc., LLC Financial Accounting, Biomet Orthopedics, LLC Financial Accounting, Biomet
Healthcare Compliance, Biomet Orthopaedics LLC Marketing & Sales Territory Sales Offices,
Biomet Orthopedics, LLC Medical Affairs, Biomet Healthcare Compliance, Biomet Inc. Human
Resources and Legal, Biomet Orthopedics, LLC. Human Resources and Legal, Biomet US
Reconstruction, LLC Human Resources and Legal, Biomet Orthopedics Marketing and Sales
Territory Office.
20.

MEDICAL DEVICE REPORT (MDR) means any and all reports or complaints

collected, review, analyzed, or received by YOU under YOUR duties and responsibilities set out in
the Safe Medical Devices Act of 1990 (SMDA), the Food and Drug Administration Modernization
Act (FDAMA), 21 C.F.R. § 803.1 et seq., and all other obligations imposed on YOU by the FDA or
U.S. state or federal regulations.
21.

The connectives "and" and "or" mean either disjunctively or conjunctively as

necessary to bring within the scope of the discovery request all responses that might otherwise be
construed to be outside of its scope.
22.

The use of the singular includes the plural and vice versa.

23.

Unless otherwise indicated, the relevant time period (sometimes referred to herein as

the "RELEVANT TIME PERIOD") for the information sought for each document request is January
1997 to the present.
INSTRUCTIONS

1.

In responding to this Request, YOU are required to produce all DOCUMENTS known

or reasonably available to YOU, regardless of whether such DOCUMENTS are in YOUR
POSSESSION, CUSTODY OR CONTROL or in the POSSESSION, CUSTODY OR CONTROL of
YOUR agents, consignees, representatives or investigators, including YOUR attorneys or their
agents, employees, representatives or investigators.
2.

If any of the DOCUMENTS or information requested cannot be produced in full,

YOU are required to specify, to the extent possible, the reasons for YOUR inability to produce the
remainder, and the approximate date when YOU expect to produce such DOUCMENTS, it at all.
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In identifying and collecting documents responsive to these Requests, YOU must

collect responsive documents using PREDICTIVE CODING. In this matter, the selection of
documents to be collected and reviewed, and the determination of which reviewed documents are
relevant and which are not, shall be made using PREDICTIVE CODING (instead of "search terms"
or some other method) in such a manner that the success of the process may be determined via
calculation of RECALL. The predictive coding by subject matter experts shall be done jointly and
cooperatively by the parties.
4.

If any request is deemed to call for the production of privileged or otherwise

protected information or materials, YOU must comply with the privilege and work-product protocol
contained in the MDL Case Management Order governing Privilege Assertions. In the event no such
Order is timely agreed upon by the parties or entered by the Court, Plaintiffs demand that, the extent
YOU contend that any requested DOCUMENT is privileged and therefore not subject to production,
YOU identify the DOCUMENT in YOUR on a privilege log describing the DOCUMENT
sufficiently to allow Plaintiffs to move the court to compel its disclosure. The description should
include, but not be limited to, the following information:
(a) The name of the PERSON who prepared the DOCUMENT;
(b) The name of each PERSON to whom the DOCUMENT was addressed and/or
distributed;
(c) The date of the DOCUMENT;
(d) The description of the general nature of the DOCUMENT;
(e) The specific privilege(s) which YOU contend applies to the DOCUMENT;
(f) The ground upon which YOU rely to establish the privilege as to the
DOCUMENT;
(g) The reason for withholding the information including a statement of the
legal basis for the claim of privilege, work product or other ground for
non-disclosure;
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(h) The date, time, location and parties for any DOCUMENT or COMMUNICATION
alleged to be subject to the attorney-client privilege, work product privilege or
other privilege grounds
5.

This Request imposes a continuing obligation upon YOU. If after producing

DOCUMENTS or information responsive to this Request additional information or DOCUMENTS
become available to YOU, YOU are required to produce such additional DOCUMENTS or
information.
6.

With respect to each DOCUMENT requested that has been lost, destroyed, or

otherwise disposed of since its preparation or receipt, YOU shall provide the following information
separately as to each such DOCUMENT:
(a)

A general description of the subject matter, author, recipient(s), date;

(b) The IDENTITY of each person who has received a copy or had an opportunity
to receive a copy thereof;

7.

8.

(c)

The last custodian of the DOCUMENT or copies thereof; and

(d)

The full particulars or circumstances whereby the DOCUMENT was
disposed of, destroyed or otherwise lost.

All DOCUMENTS produced in response to these Requests herein shall be either:
(a)

Organized and labeled to correspond with the number of the specific Request
to which the DOCUMENTS are responsive;

(b)

Produced in the order and in the manner that they are kept in the usual course
of business; or

(c)

In the manner as agreed by the parties.

ALL DOCUMENTS requested shall include all DOCUMENTS and information that

RELATE in whole or in part to the RELEVANT TIME PERIOD, or to events or circumstances
during such relevant time period, even though dated, prepared or generated or received prior to
RELEVANT TIME PERIOD.
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ALL DOCUMENTS that exist in electronic form are to be produced in electronic form

and in their native electronic format, not in an electronic form that is merely a picture of a
DOCUMENT such as a TIFF file, a TIF file, or a PDF file, with the Bates number applied in a
manner that does not alter the DOCUMENT's metadata or its optical character recognition ("OCR")
in any way. Plaintiff reserves the right to negotiate with Defendants a manner of production of the
DOCUMENTS.
10.

The headings used herein are not intended to limit in any way the scope of the

requests.
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DOCUMENTS TO BE PRODUCED

DOCUMENT RETENTION AND DESTRUCTION POLICIES

1.

DOCUMENTS that RELATE TO YOUR DOCUMENT retention or destruction

policies, including but not limited to DOCUMENTS sufficient to identify the steps taken by or on
behalf of YOU to preserve DOCUMENTS that are or may be discoverable in this action. This
request includes, but is not limited to, policies for: Paper documents, DATABASES, electronic mail,
electronic documents, voicemail and instant messaging. This request includes all documents in the
possession, custody and control of Defendants, including but not limited to all documents held by
Biomet Hip System Distributors, Third Party Contractors and Sales Representatives.

CORPORATE ORGANIZATION

2.

All DOCUMENTS that establish, chart or demonstrate relationships or lines of

communication, responsibility, supervision or management accountability (including, but not limited
to, corporate organization charts) for all departments, divisions, groups, panels or teams within YOU
and YOUR subsidiaries or divisions, that are or were involved in any manner in researching,
developing, testing, manufacturing, regulatory compliance, safety surveillance, marketing, promoting,
advertising or selling, training, managing, investigating, or evaluating the BIOMET HIP SYSTEM,
including but not limited to those areas indicated below. In each instance, if YOU do not have a
department and/or team dedicated to the BIOMET HIP SYSTEM in the identified area, YOU should
produce the requested DOCUMENTS for the general department and/or team in the identified area
whose responsibilities included the BIOMET HIP SYSTEM.
a.

Preclinical Investigation.

b.

Clinical Development.

c.

Product Development and Design.

d.

Adverse Event Reports/Medical Device Reports.
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e.

Other Post-Marketing Safety Surveillance.

f.

Regulatory Affairs.

g.
h.

Marketing and Sales.

i.

Medical Affairs.

j.

Public Relations, including press and media relations.

k.

Corporate Communications.

1.

Medical Education.

m.

Project Development.

n.

Global Quality.

o.

Clinical Affairs.

p.

Commercialization.

q.

Investor Relations.

r.

Returns Warehouse.

s.

PMI Patient Matched Product.

t.

Research and Development.

u.

Clinical Operations.

v.

Limb Salvage and PMI.

w.

Global Regulatory Affairs.

x.

Any and all training programs involving the BIOMET HIP SYSTEM,

Scientific Affairs.

including but not limited to internal training programs for employees, and external training
programs for third party contractors and consultants and for physicians or other healthcare
providers (including training programs for the implantation of the BIOMET HIP SYSTEM).
y.

Distributors, Sales Representatives and Third Party Contractors.

z.

Development of relationships with non-employee medical doctors or other

healthcare providers or suppliers retained, paid or compensated in any other way, by or on
behalf of Defendant to present materials and information regarding the BIOMET HIP
SYSTEM (excluding experts retained for litigation).
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To the extent that Defendant has a product specific group and/or team devoted

to the BIOMET HIP SYSTEM, that group and/or team.
bb.

DOCUMENTS sufficient to identify or demonstrate the reporting relationships

between and among each of the above departments and/or teams in Defendant's overall
management structure.
3.

DOCUMENTS sufficient to identify by name, position and responsibility YOUR

corporate officers and employees involved in any way with the development, design, manufacture,
study, testing, marketing, sale, and/or distribution of the BIOMET HIP SYSTEM for the years YOU
developed and marketed such systems.
4.

DOCUMENTS sufficient to identify by name, position and responsibility the members

of YOUR board of directors (and any board committee or group with responsibility for the BIOMET
HIP SYSTEM) for the years YOU developed and marketed the BIOMET HIP SYSTEM.

PATENTS, TRADEMARKS, LICENSING AND ROYALTIES

5.

All DOCUMENTS that RELATE TO or reflect any patent (pending or issued) or

patent application CONCERNING the BIOMET HIP SYSTEM.
6.

All DOCUMENTS that RELATE TO or reflect any product licensing agreements

CONCERNING any product or technology contained in patents (pending or issued) or patent
applications for the BIOMET HIP SYSTEM.
7.

All DOCUMENTS that RELATE TO any alleged infringement or dispute over

ownership of any patents (pending or issued) RELATED TO the BIOMET HIP SYSTEM, including
but not limited to any correspondence, pleadings, discovery or files related any threatened, pending,
completed or dismissed patent or licensing litigation.
8.

All DOCUMENTS evidencing the licensing, authorization for use or other permitted

use of trademarks, trade secrets or other non-patented proprietary information relating to the
BIOMET HIP SYSTEM.
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All licensing, trademark or royalty agreements CONCERNING the BIOMET HIP

SYSTEM.

DEVELOPMENT/DESIGN

10.

All DOCUMENTS RELATING TO or reflecting the Design History File (21 C.F.R. §

820.3(e)) and Device Master Record (21 C.F.R. § 820.3(j) and 21 C.F.R. § 820.181) for the BIOMET
HIP SYSTEM.
11.

All DOCUMENTS RELATING TO any specifications, whether design,

manufacturing or performance specifications, CONCERNING the manufacture and assembly of the
BIOMET HIP SYSTEM.
12.

All DOCUMENTS RELATING TO any prototypes or precursor designs for the

BIOMET HIP SYSTEM whether denominated as such including any DOCUMENTS regarding large
diameter metal on metal designs that may have been classified as "custom" devices including all
DOCUMENTS reflecting the manufacture and use of such custom devices in any patients and all
DOCUMENTS reflecting which consulting physicians participated in the use of custom devices on
patients, any problems arising from such "custom" devices and investigation of said problems.
13.

All DOCUMENTS that RELATE TO any investigation or analysis by YOU or anyone

else CONCERNING potential design or manufacturing problems or any potential defects in the
BIOMET HIP SYSTEM and any prototype or precursor designs that may have been utilized through
the use of "custom" devices on certain patients.
14.

All DOCUMENTS that RELATE TO any changes YOU considered making to the

design of the BIOMET HIP SYSTEM or to the manufacturing process for the BIOMET HIP
SYSTEM, regardless of whether or not YOU implemented the changes.
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All DOCUMENTS that RELATE TO or reflect why Defendants submitted a

supplemental 510(k) application for the BIOMET HIP SYSTEM, which it described as being
substantially equivalent to a previously approved hip replacement device, including all
DOCUMENTS reflecting why it was believed that the trunnion for the BIOMET HIP SYSTEM
should be redesigned to accommodate ceramic heads and liners.
16.

All DOCUMENTS reflecting any concerns about fixation with the BIOMET HIP

SYSTEM.
17.

All DOCUMENTS that RELATE TO any failure or malfunction of the BIOMET HIP

SYSTEM, whether actual, purported or potential, and whether such failure or malfunction existed
before or occurred after implantation of the device.
18.

All DOCUMENTS that RELATE TO any "document to file" that reflects or refers to

any change made in any BIOMET HIP SYSTEM which was not communicated to the FDA at the
time the change was made.
19.

All DOCUMENTS RELATING to the design of the BIOMET HIP SYSTEM not

otherwise responsive to the requests herein.
20.

All DOCUMENTS RELATING to the development of the BIOMET HIP SYSTEM

not otherwise responsive to the requests herein.
21.

All DOCUMENTS that RELATE TO the design, development and manufacture of the

porous coating that was used on the outside of the acetabular cup of the BIOMET HIP SYSTEM.
CLINICAL TRIALS, TESTS AND STUDIES

22.

All DOCUMENTS that RELATE TO any preclinical or clinical trial, whether

denominated as such or also if denominated as a custom device program, whether completed or not,
CONCERNING the BIOMET HIP SYSTEM.

16

case 3:12-md-02391-RLM-CAN document 346-12

23.

filed 04/04/13 page 18 of 42

All DOCUMENTS that RELATE TO any STUDY, whether completed or not,

CONCERNING the BIOMET HIP SYSTEM.
24.

All DOCUMENTS that RELATE TO any TEST, whether completed or not,

CONCERNING the BIOMET HIP SYSTEM.
25.

All DOCUMENTS that RELATE TO any TEST, STUDY or preclinical or clinical

trial CONCERNING the BIOMET HIP SYSTEM that were considered or planned, but never started.
26.

All DOCUMENTS that RELATE TO any TEST, STUDY or preclinical or clinical

trial, whether completed or not, that compares the BIOMET HIP SYSTEM to any other hip system
manufactured by YOU or another manufacturer.
27.

All DOCUMENTS, including but not limited to ELECTRONIC DATABASES, that

reflect the raw data from any TEST, STUDY or preclinical or clinical trial CONCERNING the
BIOMET HIP SYSTEM and/or metal on metal hip devices, and any protocol(s) for such TEST
STUDY or preclinical or clinical trial CONCERNING the BIOMET HIP SYSTEM and/or metal on
metal hip devices.
28.

All DOCUMENTS that RELATE TO YOUR review, analysis, investigation or

interpretation of any TEST, STUDY or preclinical or clinical trial CONCERNING the BIOMET HIP
SYSTEM and/or metal on metal hip devices that was conducted by any third party.
29.

All DOCUMENTS that RELATE TO or that reflect analyses and/or meta-analyses of

any TEST, STUDY, preclinical or clinical trial, DATA and/or pooled DATA regarding the BIOMET
HIP SYSTEM and/or metal on metal hip devices, conducted internally by Defendant or by its agents,
whether or not submitted to the FDA.
30.

All DOCUMENTS that RELATE TO follow-up or long term study of participants in

any TEST, STUDY or clinical trial regarding the BIOMET HIP SYSTEM and/or metal on metal hip
devices.
31.

DOCUMENTS sufficient to indicate the sources of funding any STUDY or TEST

related to the BIOMET HIP SYSTEM.
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REGULATORY

32.

All DOCUMENTS that RELATE TO the regulation of the BIOMET HIP SYSTEM

by the United States Food and Drug Administration ("FDA"), including but not limited to the
regulation of the approval, testing, sale, marketing, safety, recall, withdrawal or investigation of the
BIOMET HIP SYSTEM.
33.

All DOCUMENTS that RELATE TO the regulation of the BIOMET HIP SYSTEM

by any FOREIGN REGULATORY BODY, including but not limited to the regulation of the
approval, testing, sale, marketing, safety, recall, withdrawal or investigation of the BIOMET HIP
SYSTEM.
34.

All DOCUMENTS that reflect a complete copy of any 510(k) Premarket Notification

submitted or filed with the FDA for the BIOMET HIP SYSTEM, and any supplements or additions
thereto.
35.

All DOCUMENTS that RELATE TO any 510(k) Premarket Notification submitted or

filed with the FDA for the BIOMET HIP SYSTEM, and any supplements thereto.
36.

All DOCUMENTS that reflect a complete copy of any Premarket Approval (PMA) or

other application for approval submitted or filed with the FDA for the BIOMET HIP SYSTEM, and
any supplements or additions thereto.
37.

All DOCUMENTS that RELATE TO any Premarket Approval or other application for

approval submitted or filed with the FDA for the BIOMET HIP SYSTEM, and any supplements or
additions thereto.
38.

All DOCUMENTS RELATED TO any COMMUNICATION with the FDA

CONCERNING the BIOMET HIP SYSTEM, including but not limited to, COMMUNICATIONS
RELATED TO compliance with FDA's premarket labeling regulations, FDA premarket registration
and listing requirements, the FDA's post market surveillance controls, including the Quality

Systems (also known as Good Manufacturing Practices) and Medical Device Reporting
regulations, and the surveillance, receipt, evaluation, analysis, and the collection or
COMMUNICATION of medical device reports, including information from commercial
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marketing data and postmarketing activities, as well as summaries of post-marketing medical
device reports regarding the BIOMET HIP SYSTEMS.
39.

All DOCUMENTS RELATED TO any COMMUNICATION with any FOREIGN

REGULATORY BODY CONCERNING the BIOMET HIP SYSTEM including but not limited to
COMMUNICATIONS RELATED TO the surveillance, receipt, evaluation, analysis, and the
collection or COMMUNICATION of medical device reports, including information from
commercial marketing data and postmarketing activities, as well as summaries of postmarketing medical device reports regarding the BIOMET HIP SYSTEMS.
40.

All DOCUMENTS RELATED TO any COMMUNICATION with any Notified Body

(as described in Article 16 of the European Medical Devices Directive) CONCERNING the BIOMET
HIP SYSTEM including but not limited to COMMUNICATIONS RELATED TO the surveillance,
receipt, evaluation, analysis, and the collection or COMMUNICATION of medical device
reports, including information from commercial marketing data and postmarketing activities,
as well as summaries of post-marketing medical device reports regarding the BIOMET HIP
SYSTEMS.
41.

All DOCUMENTS RELATED TO any COMMUNICATION with any Medical

Device Expert Group (MDEG) that operates under the European Medical Device regulatory system

CONCERNING the BIOMET HIP SYSTEM including but not limited to COMMUNICATIONS
RELATED TO the surveillance, receipt, evaluation, analysis, and the collection or
COMMUNICATION of medical device reports, including information from commercial and
postmarketing activities, as well as summaries of post-marketing medical device reports
regarding the BIOMET HIP SYSTEMS.
42.

All ELECTRONIC DATABASES that YOU used to track YOUR BIOMET HIP

SYSTEM regulatory filings with the FDA or any FOREIGN REGULATORY BODY. This request
includes any and all logs, tables or other records that identify the date, subject, purpose and
participants of said COMMUNICATIONS and is limited to those portions of the DATABASE(S)
relating to the BIOMET HIP SYSTEM.
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All DOCUMENTS, including but not limited to ELECTRONIC DATABASES, that

RELATE TO or reflect contact logs or centralized records, related to the BIOMET HIP SYSTEM,
including but not limited to contact logs or centralized records that summarize the date of the contact
with the FDA, the purpose of the contact with the FDA, content of materials or information shared or
any other information relating to the FDA contact, and/or the subject matter to be or that was
discussed and any notes of such contacts. In the event this information is maintained electronically
and/or in a database, Defendant is requested to produce these materials in a form that is readable to
Plaintiff's counsel.
44.

All DOCUMENTS documenting any COMMUNICATION with the FDA

CONCERNING the BIOMET HIP SYSTEM including, but not limited to, documentation of
telephone conferences, email, facsimiles, written correspondence, reports, memoranda and/or notes.
45.

All DOCUMENTS documenting any COMMUNICATION with any FOREIGN

REGULATORY BODY CONCERNING the BIOMET HIP SYSTEM, including, but not limited to,
documentation of telephone conferences, email, facsimiles, written correspondence, reports,
memoranda and/or notes.
46.

All DOCUMENTS documenting any COMMUNICATION with any Notified Body

(as described in Article 16 of the European Medical Devices Directive) CONCERNING the BIOMET
HIP SYSTEM, including, but not limited to, documentation of telephone conferences, email,
facsimiles, written correspondence, reports, memoranda and/or notes.
47.

All DOCUMENTS that RELATE TO or reflect meeting requests, briefing documents

powerpoints, presentation materials and other materials RELATED TO the BIOMET HIP SYSTEM
that were prepared by or on behalf of Defendant for and/or presented at any and all meetings with the
FDA, FOREIGN REGULATORY BODY, or other regulatory agency.
48.

All DOCUMENTS that RELATE TO or reflect any meeting requests, briefing

documents, powerpoints, presentation materials and other materials, RELATED TO the BIOMET
HIP SYSTEM that were prepared by the FDA, FOREIGN REGULATORY BODY or other
regulatory agency in preparation for and/or presented at any and all meetings between Defendant and
the FDA, FOREIGN REGULATORY BODY or other regulatory agency.
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All DOCUMENTS that RELATE TO or reflect Requests for Information related to the

BIOMET HIP SYSTEM received from the FDA. In YOUR response, please produce the formal
Request for Information as well as any supporting DOCUMENTS, correspondence, attachments or
other materials RELATED thereto.
50.

All DOCUMENTS that RELATE TO or reflect minutes, notes or other documents

memorializing meetings with the FDA or any FOREIGN REGULATORY BODY related to the
BIOMET HIP SYSTEM.
51.

All DOCUMENTS that reflect transcripts or recordings of meetings with the FDA or

any FOREIGN REGULATORY BODY or other regulatory agency regarding the BIOMET HIP
SYSTEM.
52.

All DOCUMENTS that RELATE TO or reflect any discussion or submission between

Defendant and any state government regulatory agency or any state medical society CONCERNING
the safety of the BIOMET HIP SYSTEM.
53.

All DOCUMENTS that RELATE TO or reflect the hiring or retention by Defendant or

on Defendant's behalf, of any public relations firm or law firm specializing in drug regulatory
practices to participate in, orchestrate, organize, evaluate or advise YOU CONCERNING any
discussions with the FDA that RELATE TO the BIOMET HIP SYSTEM, and produce all
DOCUMENTS regarding said engagement, including but not limited to correspondence, memoranda,
briefing books, questions and answers, talk papers, scripts for telephone calls, creation of special
advisory or consulting boards, retention of scientific or medical researchers, advisors or experts and
other such public relations strategies.
54.

All DOCUMENTS that RELATE TO or reflect any COMMUNICATION exchanged

between Defendant and persons acting on Defendant's behalf regarding communication with the
FDA CONCERNING the BIOMET HIP SYSTEM.
55.

All DOCUMENTS that RELATE TO or reflect COMMUNICATIONS between

Defendants and the FDA regarding compliance notices, deviation reports, deficiency reports, warning
letters, and/or violation notices or the like CONCERNING the BIOMET HIP SYSTEM.
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All DOCUMENTS that RELATE TO or reflect COMMUNICATIONS between

Defendants and any FOREIGN REGULATORY BODY regarding compliance notices, deviation
reports, deficiency reports, warning letters, and/or violation notices or the like CONCERNING the
BIOMET HIP SYSTEM.
57.

All DOCUMENTS relating to any supplemental 510(k) submission for the BIOMET

HIP SYSTEM, including but not limited to the submission of revisions to the Indications for Use and
the Instructions for Use (IFU) and what current clinical practice was being reflected in such updated
IFU' s.
58.

All DOCUMENTS relating to Biomet's Corporate Compliance Agreement(s) and

Code of Business Conduct and Ethics.
59.

All DOCUMENTS concerning any payments to physicians, key opinion leaders,

consultants and others related to the promotion, education, and/or training of physicians concerning
the use of the Biomet Hip System. These documents shall also include any description of the purpose
of the payment and the time involved.
60.

All DOCUMENTS maintained in any and all custodial files in connection with any

regulatory related documents including but not limited to the custodial files entitled "Regulatory
Compliance" and "Corrective Action Department."

MANUFACTURE

60.

All DOCUMENTS that RELATE TO the manufacturing specifications, process, and

quality assurance for the BIOMET HIP SYSTEM, including but not limited to those contained in the
Device Master Record (21 C.F.R. § 820.181), Device History Record (21 C.F.R. § 820.184),
Production and Process Controls (21 C.F.R. § 820.70), Nonconforming Products Reports (21 C.F.R. §
820.90), Quality Audits (21 C.F.R. § 820.22), Supplier Audit Reports (21 C.F.R. § 820.50), Quality
System Records (21 C.F.R. § 820.186), Quality Management Records (21 C.F.R. § 820.20), and
Complaint Files (21 C.F.R. § 820.198); and the Standard Operating Procedures ("SOPs"),
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Manufacturing Procedures, Inspection Procedures or other documents that are referenced or calledout in these records.
61.

All DOCUMENTS that RELATE TO any FDA inspection of any facility where the

BIOMET HIP SYSTEM, or any component thereof, were manufactured, including but not limited to
any FDA-483 Plan Investigation Report, any response thereto, and any internal COMMUNICATION
regarding the inspection.
62.

DOCUMENTS sufficient to identify where each component of the BIOMET HIP

SYSTEM has ever been manufactured.
63.

All DOCUMENTS that RELATE TO the development of and/or compliance with

good manufacturing processes or International Organization for Standardization (ISO) standards with
respect to the BIOMET HIP SYSTEM.

STANDARD OPERATING PROCEDURES/GUIDELINES

64.

All DOCUMENTS that reflect Standard Operating Procedures, guidelines or the like

that RELATE TO the development, design, STUDY or TESTING, manufacture, sale, marketing,
distribution, promotion, training, implantation, explantation, preservation of explanted devices, recall,
claims handling, contacts with consumers about their BIOMET HIP SYSTEM implant, settlement of
claims, or COMMUNICATIONS with healthcare providers, the public or the FDA or other
regulatory authorities RELATED TO the BIOMET HIP SYSTEM.
65.

All DOCUMENTS that reflect any codes of conduct and/or ethical standards

promulgated, adopted or followed by Defendant or by any trade organization of which Defendant is a
member, and that was in effect at the time the Defendant was selling the BIOMET HIP SYSTEM.
For purposes of this request, "code of conduct" is defined as a set of rules or protocols that explain
how Defendant, its employees and/or agents should conduct themselves.

SALES, MARKETING, DISTRIBUTION AND SUPPLY
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DOCUMENTS sufficient to IDENTIFY each of YOUR sales representatives or the

like who sold the BIOMET HIP SYSTEM, including also their sales territory and related dates of
promotion. For each PERSON IDENTIFIED, produce a copy of the following: (a) their custodial
file; (b) personnel file; (c) call notes/sheets; (d) IMS data; (e) customer notes; (f) weekly sales notes;
(g) customer belief notes; (h) tracking notes; (i) postings on Defendant's message boards; and/or (j)
video files.
67.

DOCUMENTS sufficient to IDENTIFY any third party sales representatives or the

like (both natural persons and entities) who or which sold the BIOMET HIP SYSTEM, including also
their sales territory and related dates of promotion. For each PERSON IDENTIFIED, produce a copy
of the following: (a) their custodial file; (b) personnel file; (c) call notes/sheets; (d) IMS data; (e)
customer notes; (f) weekly sales notes; (g) customer belief notes; (h) field or ride-along reports; (i)
surgical observation reports; (j) Medical Device Reports and /or medical device reports and/or (k)
tracking notes.
68.

All DOCUMENTS that RELATE TO any COMMUNICATION between YOU and

any PERSON that sold, distributed or promoted the BIOMET HIP SYSTEM.
69.

All DOCUMENTS that RELATE TO contracts or agreements between YOU and any

PERSON that sold, distributed or promoted the BIOMET HIP SYSTEM, including Form 1099's.
70.

All DOCUMENTS that RELATE TO payments from YOU to any PERSON that sold,

distributed or promoted the BIOMET HIP SYSTEM.
71.

All DOCUMENTS that RELATE TO or reflect sales call notes/sheets, customer notes,

weekly sales notes, customer belief notes and/or tracking notes related to the marketing, sale,
distribution or promotion of the BIOMET HIP SYSTEM.
72.

DOCUMENTS sufficient to IDENTIFY each of YOUR third party suppliers or

distributors of BIOMET HIP SYSTEM, including also their supply or distribution territory and
related dates of supply or distribution.
73.

All DOCUMENTS that RELATE TO any COMMUNICATION between YOU and

any PERSON that supplied or distributed the BIOMET HIP SYSTEM.
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All DOCUMENTS that RELATE TO contracts or agreements between YOU and any

PERSON that supplied or distributed the BIOMET HIP SYSTEM.
75.

All DOCUMENTS that RELATE TO or reflect any and all minutes, agendas,

brochures, memoranda, correspondence, video files, voice mail blast messages and/or other
documents RELATING TO meetings of any trade group or other group or association which were
supported or sponsored by Defendant CONCERNING the BIOMET HIP SYSTEM.
76.

All DOCUMENTS that RELATE TO or reflect information or materials intended to

market or promote for sale or purchase the BIOMET HIP SYSTEM to or through healthcare
providers or consumers, including but not limited to sales brochures, selling or promotional aids,
instructional materials to sales representatives, website materials, videos or webcasts, literature,
scripts, voice mail blasts, questions and answers or FAQ.
77.

All DOCUMENTS that RELATE TO or reflect any healthcare provider or direct-to-

consumer advertisements or promotion of the BIOMET HIP SYSTEM, including: (a) dates such
advertising was conducted; (b) specific media vehicles used to conduct such advertising; (c) names
and addresses of all advertising agencies utilized by Defendant that were/are involved in said
advertising; (d) drafts of the advertisements; (e) final versions of the advertisements; (f) internal
communications regarding the advertisements; (g) correspondence related to the advertisements;
and/or (h) FDA approvals, disapprovals or revisions of the advertisements.
78.

All DOCUMENTS that RELATE TO or reflect tangible things or other materials ever

provided by Defendant to physicians or pharmacies to promote the BIOMET HIP SYSTEM,
including but not limited to notepads, calendars, office supplies, meals, promotional materials,
financial contributions, product descriptions, product literature, books regarding the BIOMET HIP
SYSTEM, and other such promotional materials.
79.

All DOCUMENTS that RELATE TO or reflect each and every purchase by Defendant

or on Defendant's behalf of published literature, to be distributed to healthcare providers or
consumers, supporting the use of the BIOMET HIP SYSTEM.
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All DOCUMENTS that RELATE TO or reflect press releases, media statements

and/or alerts issued by Defendant or on Defendant's behalf with respect to the BIOMET HIP
SYSTEM, including but not limited to all draft and original versions of the same.
81.

All DOCUMENTS that RELATE TO warranties, representations, and promotional

statements made by Defendant regarding the safety, efficacy or performance of any BIOMET HIP
SYSTEM.
82.

All DOCUMENTS that RELATE TO or reflect training materials for the training of

sales representatives, distributors or the like employed by Defendant or by third parties to promote
the BIOMET HIP SYSTEM, including but not limited to instructions, memorandum, powerpoints,
emails, newsletters, films, scripts, questions and answers, alerts, role plays, videos, voice mail blasts,
webcasts, pictures, scientific or medical information or other materials or information.
83.

All DOCUMENTS that RELATE TO or reflect marketing or sales strategies or plans

that CONCERN the BIOMET HIP SYSTEM, including the use of focus groups.
84.

DOCUMENTS sufficient to show, by year, the sales, sales volume, market share,

revenue and profits attributable to the BIOMET HIP SYSTEM both in the United States and
worldwide.
85.

All DOCUMENTS that RELATE TO projected or hypothetical sales, sales volume,

market share, revenue and profits attributable to the BIOMET HIP SYSTEM both in the United
States and worldwide.
86.

All DOCUMENTS that RELATE TO or reflect the market share percentage of the

various BIOMET HIP SYSTEM, including but not limited to all DOCUMENTS reflecting any
analyses of market acceptance of the original, successor and derivative BIOMET HIP SYSTEM.
87.

All DOCUMENTS that RELATE TO or reflect the sales volume (physical and

monetary sales amount) of each Distributor of the Biomet Hip System for the RELEVANT TIME
PERIOD.
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All DOCUMENTS that RELATE TO the name, address, and hospital or facility of

each surgeon who has implanted a Biomet Hip System including the number of Biomet Hip Systems
implanted by each surgeon and the success or failure rate of each surgeon concerning their
implantation of Biomet Hip Systems.
89.

All DOCUMENTS that RELATE TO procedures, policies or practices for responding

to negative publications about the BIOMET HIP SYSTEM.
90.

All_DOCUMENTS that RELATE TO or reflect Defendant's annual budget for field

sales force costs and activities relating to the promotion of the BIOMET HIP SYSTEM.
DEVELOPERS, KEY OPINION LEADERS AND OUTSIDE CONSULTANTS

91.

All DOCUMENTS that RELATE TO Key Opinion Leaders, Knowledge Leaders,

Thought Leaders or the like CONCERNING the BIOMET HIP SYSTEM, including but not limited
to their development, retention, training, funding, duties, work performed and compensation.
92.

All DOCUMENTS that RELATE TO COMMUNICATIONS with Key Opinion

Leaders, Knowledge Leaders, Thought Leaders or the like CONCERNING the BIOMET HIP
SYSTEM.
93.

All DOCUMENTS that RELATE TO payments, both direct and indirect, from YOU

to a physician or to any entity or organization with which YOU believe he/she was affiliated with at
the time regarding the BIOMET HIP SYSTEM.
94.

All Consultant Agreements and Knowledge Leader Agreements related to the

BIOMET HIP SYSTEM and/or metal on metal hip implants/systems.
95.

All DOCUMENTS that RELATE TO COMMUNICATION between YOU and any

individual part of a design team or any individual who took part in in designing the BIOMET HIP
SYSTEM.
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All DOCUMENTS that RELATE TO COMMUNICATION between YOU and any

individual part of a design team or any individual who took part in in designing, reviewing, writing
and editing the BIOMET HIP SYSTEM Surgical Technique manual.
97.

All DOCUMENTS that RELATE TO payments from YOU to any All DOCUMENTS

that RELATE TO COMMUNICATION between YOU and any individual part of a design team or
any individual who took part in in designing, reviewing, writing and editing the BIOMET HIP
SYSTEM Surgical Technique manual.
98.

All DOCUMENTS that RELATE TO or reflecting contracts between YOU and any

individual part of a design team or any individual who took part in designing, reviewing, writing and
editing the BIOMET HIP SYSTEM Surgical Technique manual.
99.

All Surgeon Designer Agreements concerning the BIOMET HIP SYSTEM.

100. All contracts with third parties in connection with failed and/or returned BIOMET HIP
SYSTEMS for the purpose of storage, research, examination, inspection and/or testing.
101. DOCUMENTS sufficient to IDENTIFY all non-employee medical doctors retained,
paid or compensated in any other way (directly or indirectly), by or on behalf of Defendant to present
materials and information and/or to use the BIOMET HIP SYSTEM (including as well any
precursors or prototypes of said Systems and any devices implanted in patients denominated as a
"custom device"). Please note that this request includes those non-employee medical doctors whose
may have been secured through a third party whose function was to organize Continuing Medical
Education programs and/or any other programs or presentations at which information on the
BIOMET HIP SYSTEM was presented.
102. DOCUMENTS sufficient to IDENTIFY any and all external consultants retained by
Defendant with respect to the BIOMET HIP SYSTEM, including but not limited to any of the
following:
a.
b.

The development, design or manufacture of the BIOMET HIP SYSTEM.
The design or conduct of any STUDIES, TESTS or preclinical or clinical
trials CONCERNING the BIOMET HIP SYSTEM;
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c.

The analysis or evaluation of adverse events, medical device reports or device failures
for the BIOMET HIP SYSTEM;

d.

The sale or marketing of the BIOMET HIP SYSTEM in the United States.

e.

The distribution of the BIOMET HIP SYSTEM in the United States.

f.

The market potential for the BIOMET HIP SYSTEM, including targeted audiences of
physicians or others.

g.

The training or supervision of doctors implanting the BIOMET HIP SYSTEM.

h.

The investigation of any failure or safety concerns that RELATE TO the
BIOMET HIP SYSTEM.

i.

A recall of the BIOMET HIP SYSTEM.

j.

The investigation, communication or resolution of any claims or potential
claims regarding the BIOMET HIP SYSTEM.

103.

All DOCUMENTS that reflect notes and/or transcripts made of meetings with any and

all external consultants retained to consult on the BIOMET HIP SYSTEM.
104.

All DOCUMENTS that RELATE TO or reflect any COMMUNICATIONS between

Defendant and any and all external consultants retained to consult on the BIOMET HIP SYSTEM.
105.

All DOCUMENTS that RELATE TO or reflect any opinion by a physician, scientist,

or medical or scientific expert employed by, retained by, consulting for or otherwise acting for or in
concert with Defendant, regarding the BIOMET HIP SYSTEM, including but not limited to opinions
intended for Defendant's internal use, reports prepared in legal proceedings (exclusive of reports by
retained non-testifying experts), opinions expressed in depositions or trials, reports submitted to
scientific journals, opinions expressed at medical conferences, and opinions provided as testimony,
reports or statements to the FDA or any advisory committee thereof.
106.

All DOCUMENTS that RELATE TO or reflect any financial payments, contributions

or support, CONCERNING the BIOMET HIP SYSTEM, provided by Defendant to any physician,
scientist, medical or scientific expert, or any institution, agency or entity with which said individual is
affiliated.

29

case 3:12-md-02391-RLM-CAN document 346-12

107.

filed 04/04/13 page 31 of 42

All DOCUMENTS that RELATE TO or reflect Defendant's retention of persons in

any medical discipline to study, assess or analyze the safety of the BIOMET HIP SYSTEM.
108. All interactions or communications with regard to national or international orthopedic
registries, including but not limited to the American Joint Replacement Registry (otherwise known as
AJJR) and the International Consortium of Orthopedic Registries (otherwise known as ICOR).

IMPLANTATION, INSTRUCTIONS, TRAINING AND FOLLOW-UP

109.

An actual unopened and unused exemplar of any BIOMET HIP SYSTEM, along with

all packaging and accompanying documentation generally provided with such device.
110.

All DOCUMENTS that RELATE TO or reflect any packaging and accompanying

documentation generally provided with the BIOMET HIP SYSTEM devices.
111.

All DOCUMENTS that RELATE TO or reflect any training materials, manuals or

instructions or other information CONCERNING the implantation BIOMET HIP SYSTEM for such
products sold in the United States, including but not limited to instruction manuals, powerpoints,
ELECTRONIC MEDIA and videos, webcasts or pictures.
112.

All DOCUMENTS that RELATE TO or reflect any training materials, manuals or

instructions or other information CONCERNING implantation of the BIOMET HIP SYSTEM for
such products sold outside the United States, including but not limited to instruction manuals,
powerpoints, ELECTRONIC MEDIA and videos, webcasts or pictures.
113.

All DOCUMENTS provided to YOUR employees or other outside agents that

RELATE TO or reflect any training materials, manuals or instructions or other information
CONCERNING implantation of the BIOMET HIP SYSTEM.
114.

All DOCUMENTS that RELATE TO the management or care of patients implanted

with any BIOMET HIP SYSTEM.
115.

All DOCUMENTS that RELATE TO or reflecting actual or projected numbers of

implanted BIOMET HIP SYSTEM devices in the United States, outside the United States or both.
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116. All DATABASES REFLECTING or CONCERNING a registry or the like of
implanted or removed BIOMET HIP SYSTEM devices, including any DATABASES identifying or
reflecting the patient, where the procedure took place, the date of the procedure, the presence of any
representative of Defendant, and other such information.

CLINICAL AND HEALTH CARE PROVIDER COMMUNICATIONS

117. All DOCUMENTS that RELATE TO or reflect any COMMUNICATION between
Defendant and doctors or consumers CONCERNING the BIOMET HIP SYSTEM.
118. All surgical and/or medical records provided by physicians conducting surgeries to
implant or explant a BIOMET HIP SYSTEM.
119. All DOCUMENTS that RELATE TO any COMMUNICATION to sales
representatives or the like REGARDING how to respond to questions from patients, physicians,
hospitals or other medical providers regarding the BIOMET HIP SYSTEM.
120. All DOCUMENTS that RELATE TO or reflect any and all Dear Doctor or Dear
Healthcare Provider letters or the like CONCERNING the BIOMET HIP SYSTEM, both within and
outside the United States. This request includes but is not limited to the Dear Doctor and Dear
Healthcare Provider letters themselves as well as all drafts of the letters, memoranda RELATED TO
the letters, notes of meetings and/or telephone conferences CONCERNING the letters and any
COMMUNICATIONS with the FDA or any FOREIGN REGULATORY BODY regarding the
content or approval of the letters.
121. All DOCUMENTS that RELATE TO or reflect any COMMUNICATIONS between
Defendant and any medical association CONCERNING any adverse events or device failures
reported with regard to the BIOMET HIP SYSTEM, regardless of causality. The term "medical
association", as used in this request, refers to trade groups as opposed to individual medical
practices.
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122. All DOCUMENTS that RELATE TO or reflect any unpublished reports, speeches,
data compilations, clinical observations or other communications made by Defendant or on
Defendant's behalf CONCERNING the BIOMET HIP SYSTEM.
123. All DOCUMENTS that RELATE TO or reflect any COMMUNICATIONS by
Defendant with any publisher, editor, author, reporter or employee of or for any lay, scientific,
medical or news publication or any freelance writer CONCERNING the BIOMET HIP SYSTEM.
124. All DOCUMENTS that RELATE TO or reflect any drafts and final or final versions
of any Question & Answer documents, talking points documents or other such DOCUMENTS
intended for internal use to respond to safety questions or concerns from the medical or lay public
REGARDING the BIOMET HIP SYSTEM.

COMPLAINTS AND PHARMACOVIGILANCE

125. All DOCUMENTS that RELATE TO or reflect any "Medical Device Report"
CONCERNING the BIOMET HIP SYSTEM.
126. All DOCUMENTS that RELATE TO or reflect any "complaint file" (as that term is
used in 21 C.F.R. § 820.198) CONCERNING the BIOMET HIP SYSTEM, including but not limited
to all written and oral complaints regarding any BIOMET HIP SYSTEM, all determinations
CONCERNING the necessity of investigating those complaints, all records of any investigations of
those complaints, and all records referring or relating to any decision not to investigate those
complaints.
127. All DOCUMENTS that RELATE TO any "adverse event" (as that term is used in 21
C.F.R. § 803.50 et seq.) or medical device report or medical device failure CONCERNING the
BIOMET HIP SYSTEM, including reports received by YOU and reports submitted by YOU to
FDA.
128. All DOCUMENTS that RELATE TO or reflect any of YOUR policies, procedures,
guidelines, SOPs, handbooks or manuals CONCERNING product safety, product surveillance or
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risk management. This request includes but is not limited to any such DOCUMENTS provided to
Distributors or Sales Representatives, including Third Parties.
129. All DOCUMENTS that RELATE TO or reflect COMMUNICATIONS with the FDA
CONCERNING the safety of the BIOMET HIP SYSTEM or any information regarding adverse
events or Medical Device Reports or Medical Device Failures CONCERNING those systems.
130. All DOCUMENTS that RELATE TO or reflect COMMUNICATIONS with any
FOREIGN REGULATORY BODY CONCERNING the safety of the BIOMET HIP SYSTEM or
any information regarding adverse events or Medical Device Reports or Medical Device Failures
CONCERNING those systems.
131. All DOCUMENTS that reflect reports or related documentation provided to the FDA
CONCERNING the safety of the BIOMET HIP SYSTEM or any information regarding adverse
events or Medical Device Reports or Medical Device Failures CONCERNING those systems.
132. All DOCUMENTS that reflect reports or related documentation provided to any
FOREIGN REGULATORY BODY CONCERNING the safety of the BIOMET HIP SYSTEM or
any information regarding adverse events or Medical Device Reports or Medical Device Failures
CONCERNING those systems.
133. All DATABASES maintained by you CONCERNING domestic or international
adverse events or Medical Device Reports or Medical Device Failures CONCERNING the BIOMET
HIP SYSTEM, including the underlying medical and other records maintained by you for such
adverse events or reports.

INVESTIGATION

134. All DOCUMENTS that RELATE TO or reflect data from the National Joint Registry
(NJR) of England and Wales regarding the BIOMET HIP SYSTEM.
135. All DOCUMENTS that RELATE TO or reflect any COMMUNICATION between
YOU and the National Joint Registry (NJR) of England and Wales regarding the BIOMET HIP
SYSTEM.
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136. All DOCUMENTS that RELATE TO or reflect data from the Australian Orthopaedic
Association's National Joint Registry regarding the BIOMET HIP SYSTEM.
137. All DOCUMENTS that RELATE TO or reflect any COMMUNICATION between.
YOU and the Australian Orthopaedic Association's National Joint Registry regarding the BIOMET
HIP SYSTEM.
138. All DOCUMENTS that RELATE TO YOUR use of outside medical advisors or any
other third-party to provide product quality, safety and reliability assessments CONCERNING the
BIOMET HIP SYSTEM.
139. All DOCUMENTS that RELATE TO or reflect any statistical or actuarial study of
probabilities of BIOMET HIP SYSTEM failures or revision surgeries, including but not limited to
failures or revision surgeries associated with any potential or actual manufacturing or design flaws or
defects identified by YOU in any BIOMET HIP SYSTEM.
140. All DOCUMENTS that RELATE TO or reflect any analysis of the failure rates of any
BIOMET HIP SYSTEM, including without limitation DOCUMENTS RELATING TO any
consideration of the clinical consequences of the failures.
141. All DOCUMENTS that RELATE TO the review, examination, inspection and/or
analysis of the histories of patients who received a BIOMET HIP SYSTEM.
142. All DOCUMENTS that RELATE TO problems with the porous coating of the
BIOMET HIP SYSTEM, including all DOCUMENTS relating to any issue of the porous coating
beads coming loose.

143. All DOCUMENTS that RELATE TO or reflect any COMMUNICATION
between YOU and any scientist, doctor or researcher regarding failure rates, failure
mechanisms, design flaws or defects, or manufacturing defects related to the BIOMET HIP
SYSTEM.

WARNINGS AND POTENTIAL RECALLS
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All DOCUMENTS that RELATE TO or reflect warnings, notices or advisories

CONCERNING the BIOMET HIP SYSTEM.
145.

All DOCUMENTS that RELATE TO or reflect any COMMUNICATION with the

FDA or any FOREIGN REGULATORY BODY CONCERNING any warnings, notices, or
advisories CONCERNING the BIOMET HIP SYSTEM.
146.

All DOCUMENTS that RELATE TO or reflect any COMMUNICATION with any

healthcare providers, physicians, patients or other consumers CONCERNING any warnings, notices
or advisories associated with the BIOMET HIP SYSTEM.
147.

All DOCUMENTS that RELATE TO any meeting at which a proposed recall,

advisory, safety alert, field action or market withdrawal that RELATE TO the BIOMET HIP
SYSTEM was discussed, including notes, minutes, and draft recall notices.
148.

All DOCUMENTS that RELATE TO or reflect any proposed recall, advisory, safety

alert, field action or market withdrawal of the BIOMET HIP SYSTEM.
149.

All DOCUMENTS that RELATE TO any proposed or instituted cessation of the

manufacture or marketing of the BIOMET HIP SYSTEM.
150.

All DOCUMENTS that RELATE TO or reflect any potential recall or market

withdrawal for the BIOMET HIP SYSTEM.
151.

All DOCUMENTS that RELATE TO or reflect press releases or other information

provided press or other media regarding any warnings, notices, or advisories CONCERNING the
BIOMET HIP SYSTEM.

CORPORATE GOVERNANCE

152.

All DOCUMENTS that RELATE TO or reflect minutes of meetings of YOUR Board

of Directors (or any committee or like group RELATED TO the Board of Directors), or the Board of
Directors of any company that directly or indirectly owns YOU, CONCERNING the BIOMET HIP
SYSTEM.
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153. All DOCUMENTS that RELATE TO or reflect statements made by Defendant or on
Defendant's behalf to its stockholders in which any of the BIOMET HIP SYSTEM is referenced.
This includes, but. is not limited to, Defendant's annual or quarterly reports.
154. All DOCUMENTS that reflect any minutes and/or reports of Board of Directors
meetings (or their committees or like group) which RELATE TO or refer to the BIOMET HIP
SYSTEM.
155. All DOCUMENTS that RELATE TO or reflect COMMUNICATIONS with financial
analysts or investors CONCERNING the role of the BIOMET HIP SYSTEM in Defendant's financial
or business prospects, including any transcripts, presentations or documents CONCERNING any
analyst conference, call, or business briefing.
156. All DOCUMENTS that reflect Defendant's year-end financial statements for the years
YOU marketed the BIOMET HIP SYSTEM, including:
(a)quarterly reports for the current fiscal year, including 10-K and 10-Q forms;
(b)all of YOUR filings with the National Association of Securities Dealers;
(c)gross sales of the BIOMET HIP SYSTEM for each year; and
(d) net profits attributable to the sale of the BIOMET HIP SYSTEM including but not
limited to by State of sale (including the District of Columbia, Puerto Rico, and the
Virgin Islands) for each year you marketed the BIOMET HIP SYSTEM.
157. All DOCUMENTS that reflect YOUR annual report to shareholders for the years you
marketed the BIOMET HIP SYSTEM.
158. DOCUMENTS sufficient to identify the DEPARTMENT and individuals responsible
for managing compliance with YOUR Corporate Integrity Agreements.

EXPLANTATION

159. All DOCUMENTS that RELATE TO any proposed or instituted collection, retrieval
or storage by YOU (or any one acting on YOUR behalf) from physicians, hospitals, sales
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representatives, or device suppliers of any BIOMET HIP SYSTEM which had already been
implanted.
160.

All DOCUMENTS that RELATE TO any proposed or instituted tests, analysis,

evaluations or investigations of explanted or withdrawn BIOMET HIP SYSTEM which were
returned to, or collected by, you.
161.

All DOCUMENTS that RELATE TO the disposal by YOU or anyone acting on

YOUR behalf of explanted or withdrawn BIOMET HIP SYSTEM returned to, or collected by,
YOU.
162.

All DOCUMENTS that RELATE TO or reflecting any visual, microscopic, Scanning-

Electron Microspy or other scientific or medical examination, inspection or analysis of any
explanted BIOMET HIP SYSTEM device or any RELATED tissues or records CONCERNING
such device.
163.

All DOCUMENTS that RELATE TO or reflecting the actual or projected numbers of

explanted BIOMET HIP SYSTEM devices.

CLAIMS AND SETTLEMENT

164.

All DOCUMENTS that RELATE TO notice of claims, claims projections, loss

estimates or risk management that RELATE TO any BIOMET HIP SYSTEM.
165.

All DOCUMENTS that reflect general liability, comprehensive general liability, or

product liability insurance policy (and any other insurance policy that you purchased or on which you
are a named insured, including policies purchased by related corporate entities) which you believe
may provide coverage for any personal injury and/or product liability claim arising from the
implantation of any BIOMET HIP SYSTEM device, including all excess layers.
166.

All DOCUMENTS that RELATE TO or reflect any indemnity agreement, agreement

to assume liability, agreement to assume the defense or any other such agreement between YOU and
any other person or entity regarding or pertaining to claims for injuries alleged as a result of
implantation of any BIOMET HIP SYSTEM device.
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All DOCUMENTS that reflect charts or schedules of layers of insurance or self-

insured retention which you believe may provide coverage for any personal injury and/or product
liability claim arising from the implantation of any BIOMET HIP SYSTEM device.
168.

All DOCUMENTS that RELATE TO or reflect any disputes or reservations of rights

as to coverage (and any other insurance policy which you believe may provide coverage) for any
personal injury and/or product liability claim arising from the implantation of any BIOMET HIP
SYSTEM device.
169.

All DOCUMENTS that RELATE TO any relationship you have with any third party
-

retained by BIOMET or their counsel to assist in payment of medical expenses or other
economic costs of patients with potential claims or settlements CONCERNING the BIOMET
HIP SYSTEM, including but not limited to contracts or agreements, COMMUNICATIONS
regarding any potential contracts or agreements, and any other COMMUNICATIONS
CONCERNING the BIOMET HIP SYSTEM, including but not limited to powerpoint presentations,
meeting notes and emails.
170.

All DOCUMENTS that RELATE TO any actual or attempted compensation or

resolution of claims for patients implanted with an BIOMET HIP SYSTEM device, including but
not limited to standard operating procedures, guidelines, protocols or the like, form
COMMUNICATIONS with patients or doctors and related or accompanying DOCUMENTS, and
internal DOCUMENTS or COMMUNICATIONS CONCERNING such compensation or resolution.

OTHER CATEGORIES

171.

All DOCUMENTS that YOU identify or are asked to identify in response to any

Plaintiffs' interrogatories propounded in these coordinated proceedings.
172.

All ELECTRONIC DATABASES or ELECTRONICALLY STORED MEDIA that

RELATE TO or reflect the following subject areas that CONCERN the BIOMET HIP SYSTEM, to
the extent not response to the other requests made herein:
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a.

payments made to physicians or healthcare providers;

b.

clinical trial tracking, management or data;

c.

sales call tracking or contacts with physicians or other individual health
care providers or institutions;

d.

distribution of samples;

e.

management or repository of publications;

f.

product complaints;

g.

marketing, advertising or promotional materials;

h.

information requests and/or questions submitted by physicians or
healthcare providers;

i.

tracking or management of communications with, payments to or activities
of thought leaders, consultants or institutions;
label changes;

173.

k.

marketing activities; and

1.

approval of promotional, advertising or marketing materials.

All DOCUMENTS that RELATE TO any criminal proceedings and/or other

proceedings involving reprimand, penalty or fine imposed that RELATE TO the BIOMET HIP
SYSTEM in which Defendant or anyone acting on Defendant's behalf has been involved.
174.

All DOCUMENTS that RELATE TO or reflect general media articles discussing the

BIOMET HIP SYSTEM. For purposes of this request, the term "general media article" refers to
articles that appear in non-medical and/or non- scientific journals, magazines or periodicals.
175.

All DOCUMENTS that RELATE TO or reflect medical or scientific articles, in

Defendant's possession, custody or control discussing the BIOMET HIP SYSTEM.
176.

All DOCUMENTS that RELATE TO the BIOMET HIP SYSTEM sent or received in

your capacity as a member of or financial supporter of any other organization and/or lobby. This
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request is limited to organizations and/or lobbies that you are a member of in your capacity as a
manufacturer, marketer and/or distributor hip implants.
177. All DOCUMENTS that RELATE TO or reflect any expenditures, whether monetary
payments, in-kind payments or gifts, made on lobbying efforts that RELATE TO YOUR hip implant
business.
178. All DOCUMENTS that reflect depositions transcripts or recordings of corporate
representatives in previous lawsuits or proceedings regarding any type of claims CONCERNING the
BIOMET HIP SYSTEM.
179. All DOCUMENTS that reflect Defendant's witness lists in previous lawsuits or
proceedings regarding any type of claims that RELATE TO the BIOMET HIP SYSTEM.
180. All DOCUMENTS that reflect Defendant's exhibit lists in previous lawsuits or
proceedings regarding any type of claims that RELATE TO the BIOMET HIP SYSTEM.
181. All DOCUMENTS that reflect Defendant's expert deposition transcripts or opinions
submitted in previous lawsuits or proceedings regarding any type of claims CONCERNING the
BIOMET HIP SYSTEM.
182. ALL DOCUMENTS produced by YOU in Benson v Biomet, Inc. (ED Wa 2:12-cv05131).
183. ALL DOCUMENTS produced by YOU in Faber v Biomet, Inc. (ED NY 1:12-cv00783).
184. ALL DOCUMENTS identified by YOUR keyword search employed in the Faber v
Biomet action BEFORE said documents were limited and constricted using subsequent predictive
coding searches.
Dated: February 7, 2013
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Respectfully submitted,
By:/s/ W. Mark Lather
W. Mark Lather
LANIER LAW FIRM, PC
6810 FM 1960 West
Houston, Texas 77069
Phone: (713) 659-5200
Fax: (713) 659-2204
wml@lanierlawfirm.com
Thomas Anapol
ANAPOL SCHWARTZ
1710 Spruce Street
Philadelphia, PA 19103
Phone: (215) 790-4572
Fax: (215) 875-7707
tanapol@anapolschwartz.com
PLAINTIFFS' LEAD COUNSEL

CERTIFICATE OF SERVICE
I certify that Plaintiffs' First Request for the Production of Documents to Defendants was served
on Defendants' counsel of record, John Winter, via electronic mail on February 7, 2013.

/s/ W. Mark Lather
W. Mark Lather
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UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF INDIANA
SOUTH BEND DIVISION

IN RE: BIOMET M2A MAGNUM HIP
IMPLANT PRODUCTS LIABILITY
LITIGATION

THIS DOCUMENT APPLIES TO:
ALL CASES

)
)
)
)
)
)
)
)
)
)

Civil Action No. 3:12-md-2391
JUDGE ROBERT L. MILLER, JR.

DEFENDANTS’ RESPONSES TO PLAINTIFFS’ FIRST REQUEST
FOR THE PRODUCTION OF DOCUMENTS
Defendants Biomet, Inc., Biomet Orthopedics, Inc., Biomet Orthopedics, LLC, Biomet
Manufacturing Corp. and Biomet U.S. Reconstruction, LLC (“Defendants”), by and through counsel
and pursuant to the Federal Rules of Civil Procedure 26 and 34, hereby answer and object to
Plaintiffs’ Request for Production of Documents as follows:
GENERAL OBJECTIONS
1.

These general objections are hereby incorporated by reference into the responses

below made with respect to each separate Request. The inclusion of any specific objection to a
Request in the responses below is not intended as, nor shall be deemed, a waiver of any general
objection or any objection that may be asserted at another date. In addition, the failure to include
any general or specific objection to a Request at this time is not intended as a waiver of Defendants’
right to assert that or any other objection at a later date, which rights Defendants reserve to the
greatest extent permitted by law.
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Defendants objects to these Requests to the extent they seek information about

components of a hip system implanted in a Plaintiff in this MDL for which no failure has been
alleged, and/or relate to Defendants’ hip systems that were not implanted in a Plaintiff in this MDL,
and as such are overly broad, unduly burdensome, and seek information and/or documents that are
not reasonably calculated to lead to discovery of admissible evidence related to the claim or defense
of any party in this action. Defendants’ responses are therefore specifically limited to the following
Biomet metal-on-metal hip replacement systems: M2a-38™ and M2a-Magnum™.
3.

Defendants have not completed their investigation into the facts relating to the

above-entitled action, have not completed discovery, and have not completed their preparation for
trial. Accordingly, the responses contained herein are based solely upon such information and
documents as are currently available to Defendants. Defendants reserve the right to modify their
responses after receiving and reviewing all relevant documents, and as events develop in this
litigation. Defendants therefore object to any attempt to limit, at this time, the evidence that they
may offer at trial.
4.

Defendants object to the Requests to the extent that they purport to impose

obligations on Defendants in excess of those imposed by the Federal Rules of Civil Procedure, this
Court’s Orders, and other applicable laws or rules, and to the extent that they seek information
beyond the scope of reasonable discovery, as permitted by the Federal Rules of Civil Procedure, this
Court’s Orders, and other applicable laws or rules.
5.

Defendants object to the Requests to the extent that they seek information or

documents that are (a) obtainable from Plaintiffs themselves or some other source that is more
convenient, less burdensome, less expensive, publicly available, or is otherwise as readily accessible
to Plaintiffs as it is to Defendants; (b) already in the knowledge, possession, custody or control of
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Plaintiffs and/or their counsel; and/or (c) not within the knowledge, possession, custody or control
of Defendants.
6.

Defendants object to the Requests to the extent that they seek information or

documents that are not reasonably calculated to lead to the discovery of admissible evidence.
7.

Defendants object to the Requests to the extent that they seek information or

documents that are subject to the attorney-client privilege, work-product doctrine or other
protection. Nothing contained herein is intended to be, nor shall be deemed, a waiver of any
applicable privilege or protection.
8.

Defendants object to the Requests to the extent that they seek information that is

protected by the Health Insurance Portability and Accountability Act of 1996 (HIPAA), Pub. L. No.
104-191, 110 Stat. 1936 Stat. 1936, 21 C.F.R. § 20.63, other federal and state privacy laws, and the
medical privilege laws of applicable states. Defendants are redacting such information pursuant to
the February 15, 2013 Case Management Order, Section IX.
9.

Defendants object to the Requests to the extent that they are vague, ambiguous,

overbroad, unduly burdensome, oppressive, incoherent, duplicative of other Requests, and/or call
for a legal conclusion.
10.

Each response below is made subject to, and without waiving, any objection as to

authenticity, relevance, competence, materiality, admissibility or other ground which could result in
exclusion of any document or statement from admission in evidence. All such objections are
reserved and may be asserted at any time, including during trial.
11.

Defendants object to the Requests to the extent that either the Requests or

Defendants’ responses to them may be construed as admissions that any fact or circumstance
alleged in any Request occurred or existed. Moreover, the Request responses provided are not
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intended to be, and shall not be construed to be, an agreement or concurrence by Defendants that a
Request’s characterization of any facts or circumstances is correct.
12.

Defendants object to the Requests to the extent that they seek to limit the claims or

defenses Defendants might make, or evidence Defendants might present, before or during trial.
13.

Those Requests that are vague or ambiguous necessarily require interpretation by

Defendants in providing answers thereto. Such interpretation by Defendants may, in some or all
cases, be different from that which Plaintiffs intended. Defendants hereby put Plaintiffs on notice
that such interpretation by Defendants has necessarily taken place in providing answers to the
Requests herein, as a result of the imprecise and ambiguous requests.
14.

The provision of certain information herein, or pursuant hereto, is subject to and

conditioned upon the Stipulated Protective Order of Confidentiality entered by the Court on
February 15, 2013.
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RESPONSES TO PLAINTIFFS’ REQUESTS FOR PRODUCTION OF DOCUMENTS
DOCUMENT RETENTION AND DESTRUCTION POLICIES
1.

DOCUMENTS that RELATE TO YOUR DOCUMENT retention or destruction

policies, including but not limited to DOCUMENTS sufficient to identify the steps taken by or on
behalf of YOU to preserve DOCUMENTS that are or may be discoverable in this action. This
request includes, but is not limited to, policies for: Paper documents, DATABASES, electronic
mail, electronic documents, voicemail and instant messaging. This request includes all documents in
the possession, custody and control of Defendants, including but not limited to all documents held
by Biomet Hip System Distributors, Third Party Contractors and Sales Representatives.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving any of the foregoing objections, Defendants state that prior to this lawsuit
being filed, they took appropriate and reasonable steps to preserve relevant documents in
accordance with Defendants’ obligations pursuant to the Federal Rules of Civil Procedure.
Defendants also will produce the “Important Notice to Preserve Records” it previously distributed
internally pursuant to the Protective Order entered in this action.
CORPORATE ORGANIZATION
2.

All DOCUMENTS that establish, chart or demonstrate relationships or lines of

communication, responsibility, supervision or management accountability (including, but not limited
to, corporate organization charts) for all departments, divisions, groups, panels or teams within
YOU and YOUR subsidiaries or divisions, that are or were involved in any manner in researching,
developing, testing, manufacturing, regulatory compliance, safety surveillance, marketing, promoting,
5
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advertising or selling, training, managing, investigating, or evaluating the BIOMET HIP SYSTEM,
including but not limited to those areas indicated below. In each instance, if YOU do not have a
department and/or team dedicated to the BIOMET HIP SYSTEM in the identified area, YOU
should produce the requested DOCUMENTS for the general department and/or team in the
identified area whose responsibilities included the BIOMET HIP SYSTEM.
a.

Preclinical Investigation.

b.

Clinical Development.

c.

Product Development and Design.

d.

Adverse Event Reports/Medical Device Reports.

e.

Other Post-Marketing Safety Surveillance.

f.

Regulatory Affairs.

g.

Marketing and Sales.

h.

Scientific Affairs.

i.

Medical Affairs.

j.

Public Relations, including press and media relations.

k.

Corporate Communications.

1.

Medical Education.

m.

Project Development.

n.

Global Quality.

o.

Clinical Affairs.

p.

Commercialization.

q.

Investor Relations.

r.

Returns Warehouse.

s.

PMI Patient Matched Product.
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t.

Research and Development.

u.

Clinical Operations.

v.

Limb Salvage and PMI.

w.

Global Regulatory Affairs.

x.

Any and all training programs involving the BIOMET HIP SYSTEM, including but

not limited to internal training programs for employees, and external training programs for third
party contractors and consultants and for physicians or other healthcare providers (including
training programs for the implantation of the BIOMET HIP SYSTEM).
y.

Distributors, Sales Representatives and Third Party Contractors.

z.

Development of relationships with non-employee medical doctors or other

healthcare providers or suppliers retained, paid or compensated in any other way, by or on behalf of
Defendant to present materials and information regarding the BIOMET HIP SYSTEM (excluding
experts retained for litigation).
aa.

To the extent that Defendant has a product specific group and/or team devoted to

the BIOMET HIP SYSTEM, that group and/or team.
bb.

DOCUMENTS sufficient to identify or demonstrate the reporting relationships

between and among each of the above departments and/or teams in Defendant’s overall
management structure.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce
documents responsive to this Request that provide organizational charts for Defendants’ Regulatory
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Affairs, Regulatory Compliance, Clinical Research, Quality Control, Manufacturing, Sales and
Marketing, Public Affairs, Corporate Communications and Post-Marketing Surveillance functions
pursuant to the Protective Order entered in this action.
3.

DOCUMENTS sufficient to identify by name, position and responsibility YOUR

corporate officers and employees involved in any way with the development, design, manufacture,
study, testing, marketing, sale, and/or distribution of the BIOMET HIP SYSTEM for the years
YOU developed and marketed such systems.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that their employees, Jing
Xie, Lynette Whitaker, John White, William Kolter and John Susaraba, are knowledgeable regarding
the evaluation of data concerning the performance of Defendants’ metal-on-metal hip replacement
systems, interactions with the United States Food & Drug Administration (“FDA”) regarding the
evaluation and presentation of data concerning the performance of Defendants’ metal-on-metal hip
replacement systems, the manufacture of Defendants’ metal-on-metal hip replacement systems, the
development and marketing of Defendants’ metal-on-metal hip replacement systems, and public
communications concerning Defendants’ metal-on-metal hip replacement systems. Defendants
further respond that they will produce documents responsive to this Request that identify other
employees involved in the development, design, study, testing, manufacture, sales, marketing and
distribution of Defendants’ metal-on-metal hip replacement systems, pursuant to the Protective
Order entered in this action.
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DOCUMENTS sufficient to identify by name, position and responsibility the

members of YOUR board of directors (and any board committee or group with responsibility for
the BIOMET HIP SYSTEM) for the years YOU developed and marketed the BIOMET HIP
SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
PATENTS, TRADEMARKS, LICENSING AND ROYALTIES
5.

All DOCUMENTS that RELATE TO or reflect any patent (pending or issued) or

patent application CONCERNING the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants also object to this
Request because patents are publicly available documents. Defendants further object to this Request
as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
6.

All DOCUMENTS that RELATE TO or reflect any product licensing agreements

CONCERNING any product or technology contained in patents (pending or issued) or patent
applications for the BIOMET HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
7.

All DOCUMENTS that RELATE TO any alleged infringement or dispute over

ownership of any patents (pending or issued) RELATED TO the BIOMET HIP SYSTEM,
including but not limited to any correspondence, pleadings, discovery or files related any threatened,
pending, completed or dismissed patent or licensing litigation.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
8.

All DOCUMENTS evidencing the licensing, authorization for use or other

permitted use of trademarks, trade secrets or other non-patented proprietary information relating to
the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
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All licensing, trademark or royalty agreements CONCERNING the BIOMET HIP

SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
DEVELOPMENT/DESIGN
10.

All DOCUMENTS RELATING TO or reflecting the Design History File (21

C.F.R. § 820.3(e)) and Device Master Record (21 C.F.R. § 820.3(j) and 21 C.F.R. § 820.181) for the
BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
11.

All DOCUMENTS RELATING TO any specifications, whether design,

manufacturing or performance specifications, CONCERNING the manufacture and assembly of
the BIOMET HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
12.

All DOCUMENTS RELATING TO any prototypes or precursor designs for the

BIOMET HIP SYSTEM whether denominated as such including any DOCUMENTS regarding
large diameter metal on metal designs that may have been classified as “custom” devices including
all DOCUMENTS reflecting the manufacture and use of such custom devices in any patients and all
DOCUMENTS reflecting which consulting physicians participated in the use of custom devices on
patients, any problems arising from such “custom” devices and investigation of said problems.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
13.

All DOCUMENTS that RELATE TO any investigation or analysis by YOU or

anyone else CONCERNING potential design or manufacturing problems or any potential defects in
the BIOMET HIP SYSTEM and any prototype or precursor designs that may have been utilized
through the use of “custom” devices on certain patients.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
14.

All DOCUMENTS that RELATE TO any changes YOU considered making to the

design of the BIOMET HIP SYSTEM or to the manufacturing process for the BIOMET HIP
SYSTEM, regardless of whether or not YOU implemented the changes.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
15.

All DOCUMENTS that RELATE TO or reflect why Defendants submitted a

supplemental 510(k) application for the BIOMET HIP SYSTEM, which it described as being
substantially equivalent to a previously approved hip replacement device, including all
DOCUMENTS reflecting why it was believed that the trunnion for the BIOMET HIP SYSTEM
should be redesigned to accommodate ceramic heads and liners.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
16.

All DOCUMENTS reflecting any concerns about fixation with the BIOMET HIP

SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request as it relates to concerns about fixation.
Defendants further respond that they will produce non-privileged responsive documents responsive
to this Request, as it generally relates to fixation of Biomet’s metal-on-metal hip replacements,
pursuant to the Protective Order entered in this action.
17.

All DOCUMENTS that RELATE TO any failure or malfunction of the BIOMET

HIP SYSTEM, whether actual, purported or potential, and whether such failure or malfunction
existed before or occurred after implantation of the device.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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Without waiving the foregoing objections, Defendants respond that they are currently
unaware of a failure or malfunction of any of a Biomet metal-on-metal hip replacement system prior
to the device being implanted. Defendants further respond that they will produce non-privileged
responsive documents responsive to this Request, as they relate to revised Biomet metal-on-metal
hip replacement systems reported to Defendants, pursuant to the Protective Order and Explant
Preservation Order entered in this action.
18.

All DOCUMENTS that RELATE TO any “document to file” that reflects or refers

to any change made in any BIOMET HIP SYSTEM which was not communicated to the FDA at
the time the change was made.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
19.

All DOCUMENTS RELATING to the design of the BIOMET HIP SYSTEM not

otherwise responsive to the requests herein.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
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Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
20.

All DOCUMENTS RELATING to the development of the BIOMET HIP

SYSTEM not otherwise responsive to the requests herein.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
21.

All DOCUMENTS that RELATE TO the design, development and manufacture of

the porous coating that was used on the outside of the acetabular cup of the BIOMET HIP
SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
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CLINICAL TRIALS, TESTS AND STUDIES
22.

All DOCUMENTS that RELATE TO any preclinical or clinical trial, whether

denominated as such or also if denominated as a custom device program, whether completed or not,
CONCERNING the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving any of the foregoing objections, Defendants respond that they will produce
non-privileged documents responsive to this Request, as it relates to the development of the Biomet
metal-on-metal hip replacement systems as 510(k)-cleared devices, pursuant to the Protective Order
entered in this action. Defendants also respond that they are currently unaware of any “custom
device program” involving Biomet metal-on-metal hip replacement systems.
23.

All DOCUMENTS that RELATE TO any STUDY, whether completed or not,

CONCERNING the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
24.

All DOCUMENTS that RELATE TO any TEST, whether completed or not,

CONCERNING the BIOMET HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
25.

All DOCUMENTS that RELATE TO any TEST, STUDY or preclinical or clinical

trial CONCERNING the BIOMET HIP SYSTEM that were considered or planned, but never
started.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, if any, pursuant to the Protective Order entered in
this action.
26.

All DOCUMENTS that RELATE TO any TEST, STUDY or preclinical or clinical

trial, whether completed or not, that compares the BIOMET HIP SYSTEM to any other hip system
manufactured by YOU or another manufacturer.

18

case 3:12-md-02391-RLM-CAN document 346-13

filed 04/04/13 page 20 of 90

RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
27.

All DOCUMENTS, including but not limited to ELECTRONIC DATABASES,

that reflect the raw data from any TEST, STUDY or preclinical or clinical trial CONCERNING the
BIOMET HIP SYSTEM and/or metal on metal hip devices, and any protocol(s) for such TEST
STUDY or preclinical or clinical trial CONCERNING the BIOMET HIP SYSTEM and/or metal
on metal hip devices.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs. Defendants
also object to this Request to the extent that it requests information that is protected by HIPAA, 21
C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
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All DOCUMENTS that RELATE TO YOUR review, analysis, investigation or

interpretation of any TEST, STUDY or preclinical or clinical trial CONCERNING the BIOMET
HIP SYSTEM and/or metal on metal hip devices that was conducted by any third party.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
29.

All DOCUMENTS that RELATE TO or that reflect analyses and/or meta-analyses

of any TEST, STUDY, preclinical or clinical trial, DATA and/or pooled DATA regarding the
BIOMET HIP SYSTEM and/or metal on metal hip devices, conducted internally by Defendant or
by its agents, whether or not submitted to the FDA.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action. Defendants also state the results of completed studies involving Biomet’s metal-on-metal hip
replacement systems have been submitted to the FDA.
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All DOCUMENTS that RELATE TO follow-up or long term study of participants

in any TEST, STUDY or clinical trial regarding the BIOMET HIP SYSTEM and/or metal on metal
hip devices.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
object to this Request to the extent that it requests information that is protected by the Health
Insurance Portability and Accountability Act of 1996 (HIPAA), Pub. L. No. 104-191, 110 Stat. 1936
Stat. 1936, 21 C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of
applicable states.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
31.

DOCUMENTS sufficient to indicate the sources of funding any STUDY or TEST

related to the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
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REGULATORY
32.

All DOCUMENTS that RELATE TO the regulation of the BIOMET HIP

SYSTEM by the United States Food and Drug Administration (“FDA”), including but not limited
to the regulation of the approval, testing, sale, marketing, safety, recall, withdrawal or investigation
of the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
33.

All DOCUMENTS that RELATE TO the regulation of the BIOMET HIP

SYSTEM by any FOREIGN REGULATORY BODY, including but not limited to the regulation
of the approval, testing, sale, marketing, safety, recall, withdrawal or investigation of the BIOMET
HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that there has been no recall
of Biomet’s metal-on-metal hip replacement systems. Defendants state that they will produce nonprivileged responsive documents, as they relate to safety and investigation, pursuant to the
Protective Order entered in this action.
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All DOCUMENTS that reflect a complete copy of any 510(k) Premarket

Notification submitted or filed with the FDA for the BIOMET HIP SYSTEM, and any
supplements or additions thereto.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
35.

All DOCUMENTS that RELATE TO any 510(k) Premarket Notification submitted

or filed with the FDA for the BIOMET HIP SYSTEM, and any supplements thereto.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
36.

All DOCUMENTS that reflect a complete copy of any Premarket Approval (PMA)

or other application for approval submitted or filed with the FDA for the BIOMET HIP SYSTEM,
and any supplements or additions thereto.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
37.

All DOCUMENTS that RELATE TO any Premarket Approval or other application

for approval submitted or filed with the FDA for the BIOMET HIP SYSTEM, and any
supplements or additions thereto.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
38.

All DOCUMENTS RELATED TO any COMMUNICATION with the FDA

CONCERNING

the

BIOMET

HIP

SYSTEM,

including

but

not

limited

to,

COMMUNICATIONS RELATED TO compliance with FDA’s premarket labeling regulations,
FDA premarket registration and listing requirements, the FDA’s post market surveillance controls,
including the Quality Systems (also known as Good Manufacturing Practices) and Medical Device
Reporting regulations, and the surveillance, receipt, evaluation, analysis, and the collection or
COMMUNICATION of medical device reports, including information from commercial marketing
data and postmarketing activities, as well as summaries of post-marketing medical device reports
regarding the BIOMET HIP SYSTEMS.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
39.

All DOCUMENTS RELATED TO any COMMUNICATION with any FOREIGN

REGULATORY BODY CONCERNING the BIOMET HIP SYSTEM including but not limited
to COMMUNICATIONS RELATED TO the surveillance, receipt, evaluation, analysis, and the
collection or COMMUNICATION of medical device reports, including information from
commercial marketing data and postmarketing activities, as well as summaries of post-marketing
medical device reports regarding the BIOMET HIP SYSTEMS.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request to the extent that it requests information that is protected by HIPAA, 21
C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
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All DOCUMENTS RELATED TO any COMMUNICATION with any Notified

Body (as described in Article 16 of the European Medical Devices Directive) CONCERNING the
BIOMET HIP SYSTEM including but not limited to COMMUNICATIONS RELATED TO the
surveillance, receipt, evaluation, analysis, and the collection or COMMUNICATION of medical
device reports, including information from commercial marketing data and postmarketing activities,
as well as summaries of post-marketing medical device reports regarding the BIOMET HIP
SYSTEMS.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
41.

All DOCUMENTS RELATED TO any COMMUNICATION with any Medical

Device Expert Group (MDEG) that operates under the European Medical Device regulatory system
CONCERNING the BIOMET HIP SYSTEM including but not limited to COMMUNICATIONS
RELATED TO the surveillance, receipt, evaluation, analysis, and the collection or
COMMUNICATION of medical device reports, including information from commercial and
postmarketing activities, as well as summaries of post-marketing medical device reports regarding
the BIOMET HIP SYSTEMS.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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All ELECTRONIC DATABASES that YOU used to track YOUR BIOMET HIP

SYSTEM regulatory filings with the FDA or any FOREIGN REGULATORY BODY. This request
includes any and all logs, tables or other records that identify the date, subject, purpose and
participants of said COMMUNICATIONS and is limited to those portions of the DATABASE(S)
relating to the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, duplicative, unduly
burdensome, impermissibly vague, and not limited to a relevant time period. Defendants further
object to this Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged responsive documents, as they relate to FDA, pursuant to the Protective Order entered in
this action. To the extent that responsive information is contained in DATABASES, it will be
produced to Plaintiffs as electronically stored information pursuant to the Protective Order and
other applicable Orders entered in this action.
43.

All DOCUMENTS, including but not limited to ELECTRONIC DATABASES,

that RELATE TO or reflect contact logs or centralized records, related to the BIOMET HIP
SYSTEM, including but not limited to contact logs or centralized records that summarize the date of
the contact with the FDA, the purpose of the contact with the FDA, content of materials or
information shared or any other information relating to the FDA contact, and/or the subject matter
to be or that was discussed and any notes of such contacts. In the event this information is
maintained electronically and/or in a database, Defendant is requested to produce these materials in
a form that is readable to Plaintiff’s counsel.
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RESPONSE
Defendants object to this Request because it is overly broad, duplicative, unduly
burdensome, impermissibly vague, and not limited to a relevant time period. Defendants further
object to this Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action. To the extent that responsive information is contained in DATABASES, it will be produced
to Plaintiffs as electronically stored information pursuant to the Protective Order and other
applicable Orders entered in this action.
44.

All DOCUMENTS documenting any COMMUNICATION with the FDA

CONCERNING the BIOMET HIP SYSTEM including, but not limited to, documentation of
telephone conferences, email, facsimiles, written correspondence, reports, memoranda and/or notes.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
45.

All DOCUMENTS documenting any COMMUNICATION with any FOREIGN

REGULATORY BODY CONCERNING the BIOMET HIP SYSTEM, including, but not limited
to, documentation of telephone conferences, email, facsimiles, written correspondence, reports,
memoranda and/or notes.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
46.

All DOCUMENTS documenting any COMMUNICATION with any Notified Body

(as described in Article 16 of the European Medical Devices Directive) CONCERNING the
BIOMET HIP SYSTEM, including, but not limited to, documentation of telephone conferences,
email, facsimiles, written correspondence, reports, memoranda and/or notes.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
47.

All DOCUMENTS that RELATE TO or reflect meeting requests, briefing

documents powerpoints, presentation materials and other materials RELATED TO the BIOMET
HIP SYSTEM that were prepared by or on behalf of Defendant for and/or presented at any and all
meetings with the FDA, FOREIGN REGULATORY BODY, or other regulatory agency.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged responsive documents, as they relate to FDA, pursuant to the Protective Order entered in
this action.
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All DOCUMENTS that RELATE TO or reflect any meeting requests, briefing

documents, powerpoints, presentation materials and other materials, RELATED TO the BIOMET
HIP SYSTEM that were prepared by the FDA, FOREIGN REGULATORY BODY or other
regulatory agency in preparation for and/or presented at any and all meetings between Defendant
and the FDA, FOREIGN REGULATORY BODY or other regulatory agency.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
49.

All DOCUMENTS that RELATE TO or reflect Requests for Information related to

the BIOMET HIP SYSTEM received from the FDA. In YOUR response, please produce the
formal Request for Information as well as any supporting DOCUMENTS, correspondence,
attachments or other materials RELATED thereto.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
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All DOCUMENTS that RELATE TO or reflect minutes, notes or other documents

memorializing meetings with the FDA or any FOREIGN REGULATORY BODY related to the
BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, as they relate to FDA, pursuant to the Protective
Order entered in this action.
51.

All DOCUMENTS that reflect transcripts or recordings of meetings with the FDA

or any FOREIGN REGULATORY BODY or other regulatory agency regarding the BIOMET HIP
SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, as they relate to FDA, pursuant to the Protective
Order entered in this action.
52.

All DOCUMENTS that RELATE TO or reflect any discussion or submission

between Defendant and any state government regulatory agency or any state medical society
CONCERNING the safety of the BIOMET HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
53.

All DOCUMENTS that RELATE TO or reflect the hiring or retention by

Defendant or on Defendant’s behalf, of any public relations firm or law firm specializing in drug
regulatory practices to participate in, orchestrate, organize, evaluate or advise YOU
CONCERNING any discussions with the FDA that RELATE TO the BIOMET HIP SYSTEM,
and produce all DOCUMENTS regarding said engagement, including but not limited to
correspondence, memoranda, briefing books, questions and answers, talk papers, scripts for
telephone calls, creation of special advisory or consulting boards, retention of scientific or medical
researchers, advisors or experts and other such public relations strategies.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
54.

All DOCUMENTS that RELATE TO or reflect any COMMUNICATION

exchanged between Defendant and persons acting on Defendant’s behalf regarding communication
with the FDA CONCERNING the BIOMET HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
55.

All DOCUMENTS that RELATE TO or reflect COMMUNICATIONS between

Defendants and the FDA regarding compliance notices, deviation reports, deficiency reports,
warning letters, and/or violation notices or the like CONCERNING the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents that relate to or reflect communications between Defendants and the
FDA that are responsive to this Request.
56.

All DOCUMENTS that RELATE TO or reflect COMMUNICATIONS between

Defendants and any FOREIGN REGULATORY BODY regarding compliance notices, deviation
reports, deficiency reports, warning letters, and/or violation notices or the like CONCERNING the
BIOMET HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
57.

All DOCUMENTS relating to any supplemental 510(k) submission for the

BIOMET HIP SYSTEM, including but not limited to the submission of revisions to the Indications
for Use and the Instructions for Use (IFU) and what current clinical practice was being reflected in
such updated IFU’ s.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
58.

All DOCUMENTS relating to Biomet’s Corporate Compliance Agreement(s) and

Code of Business Conduct and Ethics.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
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All DOCUMENTS concerning any payments to physicians, key opinion leaders,

consultants and others related to the promotion, education, and/or training of physicians
concerning the use of the Biomet Hip System. These documents shall also include any description of
the purpose of the payment and the time involved.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Defendant Fact Sheet and the
Protective Order entered in this action.
60.

All DOCUMENTS maintained in any and all custodial files in connection with any

regulatory related documents including but not limited to the custodial files entitled “Regulatory
Compliance” and “Corrective Action Department.”
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
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MANUFACTURE
60.

All DOCUMENTS that RELATE TO the manufacturing specifications, process,

and quality assurance for the BIOMET HIP SYSTEM, including but not limited to those contained
in the Device Master Record (21 C.F.R. § 820.181), Device History Record (21 C.F.R. § 820.184),
Production and Process Controls (21 C.F.R. § 820.70), Nonconforming Products Reports (21 C.F.R.
§ 820.90), Quality Audits (21 C.F.R. § 820.22), Supplier Audit Reports (21 C.F.R. § 820.50), Quality
System Records (21 C.F.R. § 820.186), Quality Management Records (21 C.F.R. § 820.20), and
Complaint Files (21 C.F.R. § 820.198); and the Standard Operating Procedures (“SOPs”),
Manufacturing Procedures, Inspection Procedures or other documents that are referenced or calledout in these records.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
61.

All DOCUMENTS that RELATE TO any FDA inspection of any facility where the

BIOMET HIP SYSTEM, or any component thereof, were manufactured, including but not limited
to any FDA-483 Plan Investigation Report, any response thereto, and any internal
COMMUNICATION regarding the inspection.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action. Defendants also respond that they are currently unaware of any “FDA-483” report or letter
being issued that in any way relates to the Biomet metal-on-metal hip replacement systems.
62.

DOCUMENTS sufficient to identify where each component of the BIOMET HIP

SYSTEM has ever been manufactured.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
63.

All DOCUMENTS that RELATE TO the development of and/or compliance with

good manufacturing processes or International Organization for Standardization (ISO) standards
with respect to the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.

37

case 3:12-md-02391-RLM-CAN document 346-13

filed 04/04/13 page 39 of 90

STANDARD OPERATING PROCEDURES/GUIDELINES
64.

All DOCUMENTS that reflect Standard Operating Procedures, guidelines or the like

that RELATE TO the development, design, STUDY or TESTING, manufacture, sale, marketing,
distribution, promotion, training, implantation, explantation, preservation of explanted devices,
recall, claims handling, contacts with consumers about their BIOMET HIP SYSTEM implant,
settlement of claims, or COMMUNICATIONS with healthcare providers, the public or the FDA or
other regulatory authorities RELATED TO the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
65.

All DOCUMENTS that reflect any codes of conduct and/or ethical standards

promulgated, adopted or followed by Defendant or by any trade organization of which Defendant is
a member, and that was in effect at the time the Defendant was selling the BIOMET HIP SYSTEM.
For purposes of this request, “code of conduct” is defined as a set of rules or protocols that explain
how Defendant, its employees and/or agents should conduct themselves.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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SALES, MARKETING, DISTRIBUTION AND SUPPLY
66.

DOCUMENTS sufficient to IDENTIFY each of YOUR sales representatives or the

like who sold the BIOMET HIP SYSTEM, including also their sales territory and related dates of
promotion. For each PERSON IDENTIFIED, produce a copy of the following: (a) their custodial
file; (b) personnel file; (c) call notes/sheets; (d) IMS data; (e) customer notes; (f) weekly sales notes;
(g) customer belief notes; (h) tracking notes; (i) postings on Defendant’s message boards; and/or (j)
video files.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections and as best they understand this Request,
Defendants respond that they do not create or maintain “call notes,” “customer notes,” “weekly
sales notes,” “customer belief notes” or “tracking notes.” Defendants also respond that “IMS data”
relates to medicines not medical devices like Biomet’s metal-on-metal hip replacement systems.
Defendants further respond that they will produce non-privileged documents responsive to this
Request, as they relate to identification, pursuant to the Defendant Fact Sheet and the Protective
Order entered in this action.
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DOCUMENTS sufficient to IDENTIFY any third party sales representatives or the

like (both natural persons and entities) who or which sold the BIOMET HIP SYSTEM, including
also their sales territory and related dates of promotion. For each PERSON IDENTIFIED, produce
a copy of the following: (a) their custodial file; (b) personnel file; (c) call notes/sheets; (d) IMS data;
(e) customer notes; (f) weekly sales notes; (g) customer belief notes; (h) field or ride-along reports; (i)
surgical observation reports; (j) Medical Device Reports and /or medical device reports and/or (k)
tracking notes.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections and as best they understand this Request,
Defendants respond that they do not create or maintain “call notes,” “customer notes,” “weekly
sales notes,” “customer belief notes” or “tracking notes.” Defendants also respond that “IMS data”
relates to medicines not medical devices like Biomet’s metal-on-metal hip replacement systems.
Defendants further respond that they will produce non-privileged documents responsive to this
Request, as they relate to identification, pursuant to the Defendant Fact Sheet and the Protective
Order entered in this action.
68.

All DOCUMENTS that RELATE TO any COMMUNICATION between YOU

and any PERSON that sold, distributed or promoted the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Defendant Fact Sheet and the
Protective Order entered in this action.
69.

All DOCUMENTS that RELATE TO contracts or agreements between YOU and

any PERSON that sold, distributed or promoted the BIOMET HIP SYSTEM, including Form
1099’s.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
70.

All DOCUMENTS that RELATE TO payments from YOU to any PERSON that

sold, distributed or promoted the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
71.

All DOCUMENTS that RELATE TO or reflect sales call notes/sheets, customer

notes, weekly sales notes, customer belief notes and/or tracking notes related to the marketing, sale,
distribution or promotion of the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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Without waiving the foregoing objections and as best they understand this Request,
Defendants respond that they do not create or maintain “call notes,” “customer notes,” “weekly
sales notes,” “customer belief notes” or “tracking notes” relating to Biomet’s metal-on-metal hip
replacement systems.
72.

DOCUMENTS sufficient to IDENTIFY each of YOUR third party suppliers or

distributors of BIOMET HIP SYSTEM, including also their supply or distribution territory and
related dates of supply or distribution.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Defendant Fact Sheet and the
Protective Order entered in this action.
73.

All DOCUMENTS that RELATE TO any COMMUNICATION between YOU

and any PERSON that supplied or distributed the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Defendant Fact Sheet and the
Protective Order entered in this action.
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All DOCUMENTS that RELATE TO contracts or agreements between YOU and

any PERSON that supplied or distributed the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
75.

All DOCUMENTS that RELATE TO or reflect any and all minutes, agendas,

brochures, memoranda, correspondence, video files, voice mail blast messages and/or other
documents RELATING TO meetings of any trade group or other group or association which were
supported or sponsored by Defendant CONCERNING the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
76.

All DOCUMENTS that RELATE TO or reflect information or materials intended

to market or promote for sale or purchase the BIOMET HIP SYSTEM to or through healthcare
providers or consumers, including but not limited to sales brochures, selling or promotional aids,
instructional materials to sales representatives, website materials, videos or webcasts, literature,
scripts, voice mail blasts, questions and answers or FAQ.
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RESPONSE
Defendants object to this Request because it is overly broad, duplicative, unduly
burdensome, impermissibly vague, and not limited to a relevant time period. Defendants further
object to this Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
77.

All DOCUMENTS that RELATE TO or reflect any healthcare provider or direct-to

consumer advertisements or promotion of the BIOMET HIP SYSTEM, including: (a) dates such
advertising was conducted; (b) specific media vehicles used to conduct such advertising; (c) names
and addresses of all advertising agencies utilized by Defendant that were/are involved in said
advertising; (d) drafts of the advertisements; (e) final versions of the advertisements; (f) internal
communications regarding the advertisements; (g) correspondence related to the advertisements;
and/or (h) FDA approvals, disapprovals or revisions of the advertisements.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
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All DOCUMENTS that RELATE TO or reflect tangible things or other materials

ever provided by Defendant to physicians or pharmacies to promote the BIOMET HIP SYSTEM,
including but not limited to notepads, calendars, office supplies, meals, promotional materials,
financial contributions, product descriptions, product literature, books regarding the BIOMET HIP
SYSTEM, and other such promotional materials.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
79.

All DOCUMENTS that RELATE TO or reflect each and every purchase by

Defendant or on Defendant’s behalf of published literature, to be distributed to healthcare providers
or consumers, supporting the use of the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
80.

All DOCUMENTS that RELATE TO or reflect press releases, media statements

and/or alerts issued by Defendant or on Defendant’s behalf with respect to the BIOMET HIP
SYSTEM, including but not limited to all draft and original versions of the same.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.

45

case 3:12-md-02391-RLM-CAN document 346-13

filed 04/04/13 page 47 of 90

Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
81.

All DOCUMENTS that RELATE TO warranties, representations, and promotional

statements made by Defendant regarding the safety, efficacy or performance of any BIOMET HIP
SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they did not make any
warranties concerning Biomet’s metal-on-metal hip replacement systems. Defendants further
respond that they will produce non-privileged documents responsive to this Request, pursuant to
the Protective Order entered in this action.
82.

All DOCUMENTS that RELATE TO or reflect training materials for the training of

sales representatives, distributors or the like employed by Defendant or by third parties to promote
the BIOMET HIP SYSTEM, including but not limited to instructions, memorandum, powerpoints,
emails, newsletters, films, scripts, questions and answers, alerts, role plays, videos, voice mail blasts,
webcasts, pictures, scientific or medical information or other materials or information.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, regarding training and promotional materials for
Biomet’s metal-on-metal hip replacement systems, pursuant to the Protective Order entered in this
action.
83.

All DOCUMENTS that RELATE TO or reflect marketing or sales strategies or

plans that CONCERN the BIOMET HIP SYSTEM, including the use of focus groups.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
84.

DOCUMENTS sufficient to show, by year, the sales, sales volume, market share,

revenue and profits attributable to the BIOMET HIP SYSTEM both in the United States and
worldwide.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
85.

All DOCUMENTS that RELATE TO projected or hypothetical sales, sales volume,

market share, revenue and profits attributable to the BIOMET HIP SYSTEM both in the United
States and worldwide.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
86.

All DOCUMENTS that RELATE TO or reflect the market share percentage of the

various BIOMET HIP SYSTEM, including but not limited to all DOCUMENTS reflecting any
analyses of market acceptance of the original, successor and derivative BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
87.

All DOCUMENTS that RELATE TO or reflect the sales volume (physical and

monetary sales amount) of each Distributor of the Biomet Hip System for the RELEVANT TIME
PERIOD.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome, and
impermissibly vague. Defendants further object to this Request as not reasonably calculated to lead
to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.

48

case 3:12-md-02391-RLM-CAN document 346-13

88.

filed 04/04/13 page 50 of 90

All DOCUMENTS that RELATE TO the name, address, and hospital or facility of

each surgeon who has implanted a Biomet Hip System including the number of Biomet Hip Systems
implanted by each surgeon and the success or failure rate of each surgeon concerning their
implantation of Biomet Hip Systems.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
89.

All DOCUMENTS that RELATE TO procedures, policies or practices for

responding to negative publications about the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
90.

All DOCUMENTS that RELATE TO or reflect Defendant’s annual budget for field

sales force costs and activities relating to the promotion of the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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DEVELOPERS, KEY OPINION LEADERS AND OUTSIDE CONSULTANTS
91.

All DOCUMENTS that RELATE TO Key Opinion Leaders, Knowledge Leaders,

Thought Leaders or the like CONCERNING the BIOMET HIP SYSTEM, including but not
limited to their development, retention, training, funding, duties, work performed and
compensation.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Defendant Fact Sheet and the
Protective Order entered in this action.
92.

All DOCUMENTS that RELATE TO COMMUNICATIONS with Key Opinion

Leaders, Knowledge Leaders, Thought Leaders or the like CONCERNING the BIOMET HIP
SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Defendant Fact Sheet and the
Protective Order entered in this action.
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All DOCUMENTS that RELATE TO payments, both direct and indirect, from

YOU to a physician or to any entity or organization with which YOU believe he/she was affiliated
with at the time regarding the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Defendant Fact Sheet and the
Protective Order entered in this action.
94.

All Consultant Agreements and Knowledge Leader Agreements related to the

BIOMET HIP SYSTEM and/or metal on metal hip implants/systems.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Defendant Fact Sheet and the
Protective Order entered in this action.
95.

All DOCUMENTS that RELATE TO COMMUNICATION between YOU and

any individual part of a design team or any individual who took part in in designing the BIOMET
HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
96.

All DOCUMENTS that RELATE TO COMMUNICATION between YOU and

any individual part of a design team or any individual who took part in in designing, reviewing,
writing and editing the BIOMET HIP SYSTEM Surgical Technique manual.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
97.

All DOCUMENTS that RELATE TO payments from YOU to any All

DOCUMENTS that RELATE TO COMMUNICATION between YOU and any individual part of
a design team or any individual who took part in in designing, reviewing, writing and editing the
BIOMET HIP SYSTEM Surgical Technique manual.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
98.

All DOCUMENTS that RELATE TO or reflecting contracts between YOU and any

individual part of a design team or any individual who took part in designing, reviewing, writing and
editing the BIOMET HIP SYSTEM Surgical Technique manual.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
99.

All Surgeon Designer Agreements concerning the BIOMET HIP SYSTEM.

RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
100.

All contracts with third parties in connection with failed and/or returned BIOMET

HIP SYSTEMS for the purpose of storage, research, examination, inspection and/or testing.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
101.

DOCUMENTS sufficient to IDENTIFY all non-employee medical doctors retained,

paid or compensated in any other way (directly or indirectly), by or on behalf of Defendant to
present materials and information and/or to use the BIOMET HIP SYSTEM (including as well any
precursors or prototypes of said Systems and any devices implanted in patients denominated as a
“custom device”). Please note that this request includes those non-employee medical doctors whose
may have been secured through a third party whose function was to organize Continuing Medical
Education programs and/or any other programs or presentations at which information on the
BIOMET HIP SYSTEM was presented.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
102.

DOCUMENTS sufficient to IDENTIFY any and all external consultants retained by

Defendant with respect to the BIOMET HIP SYSTEM, including but not limited to any of the
following:

a.

The development, design or manufacture of the BIOMET HIP SYSTEM.

b.

The design or conduct of any STUDIES, TESTS or preclinical or clinical trials

CONCERNING the BIOMET HIP SYSTEM;
c.

The analysis or evaluation of adverse events, medical device reports or device failures

for the BIOMET HIP SYSTEM;
d.

The sale or marketing of the BIOMET HIP SYSTEM in the United States.

e.

The distribution of the BIOMET HIP SYSTEM in the United States.

f.

The market potential for the BIOMET HIP SYSTEM, including targeted audiences

of physicians or others.
g.

The training or supervision of doctors implanting the BIOMET HIP SYSTEM.

h.

The investigation of any failure or safety concerns that RELATE TO the BIOMET

HIP SYSTEM.
i.

A recall of the BIOMET HIP SYSTEM.

j.

The investigation, communication or resolution of any claims or potential claims

regarding the BIOMET HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
103.

All DOCUMENTS that reflect notes and/or transcripts made of meetings with any

and all external consultants retained to consult on the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
104.

All DOCUMENTS that RELATE TO or reflect any COMMUNICATIONS

between Defendant and any and all external consultants retained to consult on the BIOMET HIP
SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
105.

All DOCUMENTS that RELATE TO or reflect any opinion by a physician,

scientist, or medical or scientific expert employed by, retained by, consulting for or otherwise acting
for or in concert with Defendant, regarding the BIOMET HIP SYSTEM, including but not limited
to opinions intended for Defendant’s internal use, reports prepared in legal proceedings (exclusive
of reports by retained non-testifying experts), opinions expressed in depositions or trials, reports
submitted to scientific journals, opinions expressed at medical conferences, and opinions provided
as testimony, reports or statements to the FDA or any advisory committee thereof.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
106.

All DOCUMENTS that RELATE TO or reflect any financial payments,

contributions or support, CONCERNING the BIOMET HIP SYSTEM, provided by Defendant to
any physician, scientist, medical or scientific expert, or any institution, agency or entity with which
said individual is affiliated.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Defendant Fact Sheet and the
Protective Order entered in this action.
107.

All DOCUMENTS that RELATE TO or reflect Defendant’s retention of persons in

any medical discipline to study, assess or analyze the safety of the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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All interactions or communications with regard to national or international

orthopedic registries, including but not limited to the American Joint Replacement Registry
(otherwise known as AJJR) and the International Consortium of Orthopedic Registries (otherwise
known as ICOR).
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
IMPLANTATION, INSTRUCTIONS, TRAINING AND FOLLOW-UP
109.

An actual unopened and unused exemplar of any BIOMET HIP SYSTEM, along

with all packaging and accompanying documentation generally provided with such device.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
110.

All DOCUMENTS that RELATE TO or reflect any packaging and accompanying

documentation generally provided with the BIOMET HIP SYSTEM devices.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
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Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
111.

All DOCUMENTS that RELATE TO or reflect any training materials, manuals or

instructions or other information CONCERNING the implantation BIOMET HIP SYSTEM for
such products sold in the United States, including but not limited to instruction manuals,
powerpoints, ELECTRONIC MEDIA and videos, webcasts or pictures.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
112.

All DOCUMENTS that RELATE TO or reflect any training materials, manuals or

instructions or other information CONCERNING implantation of the BIOMET HIP SYSTEM for
such products sold outside the United States, including but not limited to instruction manuals,
powerpoints, ELECTRONIC MEDIA and videos, webcasts or pictures.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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All DOCUMENTS provided to YOUR employees or other outside agents that

RELATE TO or reflect any training materials, manuals or instructions or other information
CONCERNING implantation of the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
114.

All DOCUMENTS that RELATE TO the management or care of patients

implanted with any BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
115.

All DOCUMENTS that RELATE TO or reflecting actual or projected numbers of

implanted BIOMET HIP SYSTEM devices in the United States, outside the United States or both.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
116.

All DATABASES REFLECTING or CONCERNING a registry or the like of

implanted or removed BIOMET HIP SYSTEM devices, including any DATABASES identifying or
reflecting the patient, where the procedure took place, the date of the procedure, the presence of any
representative of Defendant, and other such information.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request to the extent that it requests information that is protected by HIPAA, 21
C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any DATABASES responsive to this Request.
CLINICAL AND HEALTH CARE PROVIDER COMMUNICATIONS
117.

All DOCUMENTS that RELATE TO or reflect any COMMUNICATION between

Defendant and doctors or consumers CONCERNING the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request to the extent that it requests information that is protected by HIPAA, 21
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C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Defendant Fact Sheet and the
Protective Order entered in this action.
118.

All surgical and/or medical records provided by physicians conducting surgeries to

implant or explant a BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request to the extent that it requests information that is protected by HIPAA, 21
C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states.
119.

All DOCUMENTS that RELATE TO any COMMUNICATION to sales

representatives or the like REGARDING how to respond to questions from patients, physicians,
hospitals or other medical providers regarding the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
61

case 3:12-md-02391-RLM-CAN document 346-13

120.

filed 04/04/13 page 63 of 90

All DOCUMENTS that RELATE TO or reflect any and all Dear Doctor or Dear

Healthcare Provider letters or the like CONCERNING the BIOMET HIP SYSTEM, both within
and outside the United States. This request includes but is not limited to the Dear Doctor and Dear
Healthcare Provider letters themselves as well as all drafts of the letters, memoranda RELATED
TO the letters, notes of meetings and/or telephone conferences CONCERNING the letters and
any COMMUNICATIONS with the FDA or any FOREIGN REGULATORY BODY regarding
the content or approval of the letters.
RESPONSE
Without waiving the general objections, Defendants respond that a letter recently was sent to
surgeons in the United States and a copy of that letter as well as other non-privileged documents
responsive to this Request, as they relate to FDA, will be produced pursuant to the Protective Order
entered in this action.
121.

All DOCUMENTS that RELATE TO or reflect any COMMUNICATIONS

between Defendant and any medical association CONCERNING any adverse events or device
failures reported with regard to the BIOMET HIP SYSTEM, regardless of causality. The term
“medical association”, as used in this request, refers to trade groups as opposed to individual
medical practices.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
122.

All DOCUMENTS that RELATE TO or reflect any unpublished reports, speeches,

data compilations, clinical observations or other communications made by Defendant or on
Defendant’s behalf CONCERNING the BIOMET HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
123.

All DOCUMENTS that RELATE TO or reflect any COMMUNICATIONS by

Defendant with any publisher, editor, author, reporter or employee of or for any lay, scientific,
medical or news publication or any freelance writer CONCERNING the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
124.

All DOCUMENTS that RELATE TO or reflect any drafts and final or final

versions of any Question & Answer documents, talking points documents or other such
DOCUMENTS intended for internal use to respond to safety questions or concerns from the
medical or lay public REGARDING the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
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COMPLAINTS AND PHARMACOVIGILANCE
125.

All DOCUMENTS that RELATE TO or reflect any “Medical Device Report”

CONCERNING the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request to the extent that it requests information that is protected by HIPAA, 21
C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states. In addition, Defendants object to this Request as being duplicative of Requests already made
by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
126.

All DOCUMENTS that RELATE TO or reflect any “complaint file” (as that term is

used in 21 C.F.R. § 820.198) CONCERNING the BIOMET HIP SYSTEM, including but not
limited to all written and oral complaints regarding any BIOMET HIP SYSTEM, all determinations
CONCERNING the necessity of investigating those complaints, all records of any investigations of
those complaints, and all records referring or relating to any decision not to investigate those
complaints.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
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also object to this Request to the extent that it requests information that is protected by HIPAA, 21
C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states. In addition, Defendants object to this Request as being duplicative of Requests already made
by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
127.

All DOCUMENTS that RELATE TO any “adverse event” (as that term is used in

21 C.F.R. § 803.50 et seq.) or medical device report or medical device failure CONCERNING the
BIOMET HIP SYSTEM, including reports received by YOU and reports submitted by YOU to
FDA.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
object to this Request to the extent that it requests information that is protected by HIPAA, 21
C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states. Defendants also object to this Request as being duplicative of Requests already made by
Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
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All DOCUMENTS that RELATE TO or reflect any of YOUR policies, procedures,

guidelines, SOPs, handbooks or manuals CONCERNING product safety, product surveillance or
risk management. This request includes but is not limited to any such DOCUMENTS provided to
Distributors or Sales Representatives, including Third Parties.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
129.

All DOCUMENTS that RELATE TO or reflect COMMUNICATIONS with the

FDA CONCERNING the safety of the BIOMET HIP SYSTEM or any information regarding
adverse events or Medical Device Reports or Medical Device Failures CONCERNING those
systems.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request to the extent that it requests information that is protected by HIPAA, 21
C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
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All DOCUMENTS that RELATE TO or reflect COMMUNICATIONS with any

FOREIGN REGULATORY BODY CONCERNING the safety of the BIOMET HIP SYSTEM
or any information regarding adverse events or Medical Device Reports or Medical Device Failures
CONCERNING those systems.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request to the extent that it requests information that is protected by HIPAA, 21
C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
131.

All DOCUMENTS that reflect reports or related documentation provided to the

FDA CONCERNING the safety of the BIOMET HIP SYSTEM or any information regarding
adverse events or Medical Device Reports or Medical Device Failures CONCERNING those
systems.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs. Defendants
also object to this Request to the extent that it requests information that is protected by HIPAA, 21
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C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
132.

All DOCUMENTS that reflect reports or related documentation provided to any

FOREIGN REGULATORY BODY CONCERNING the safety of the BIOMET HIP SYSTEM
or any information regarding adverse events or Medical Device Reports or Medical Device Failures
CONCERNING those systems.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs. Defendants
also object to this Request to the extent that it requests information that is protected by HIPAA, 21
C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
133.

All DATABASES maintained by you CONCERNING domestic or international

adverse events or Medical Device Reports or Medical Device Failures CONCERNING the
BIOMET HIP SYSTEM, including the underlying medical and other records maintained by you for
such adverse events or reports.
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RESPONSE
Defendants object to this Request because it is overly broad, duplicative, unduly
burdensome, impermissibly vague, and not limited to a relevant time period. Defendants further
object to this Request as not reasonably calculated to lead to the discovery of admissible evidence.
Defendants also object to this Request to the extent that it requests information that is protected by
HIPAA, 21 C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of
applicable states.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action. To the extent that responsive information is contained in DATABASES, it will be produced
to Plaintiffs as electronically stored information pursuant to the Protective Order and other
applicable Orders entered in this action.
INVESTIGATION
134.

All DOCUMENTS that RELATE TO or reflect data from the National Joint

Registry (NJR) of England and Wales regarding the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
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All DOCUMENTS that RELATE TO or reflect any COMMUNICATION between

YOU and the National Joint Registry (NJR) of England and Wales regarding the BIOMET HIP
SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
136.

All DOCUMENTS that RELATE TO or reflect data from the Australian

Orthopaedic Association’s National Joint Registry regarding the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
137.

All DOCUMENTS that RELATE TO or reflect any COMMUNICATION between

YOU and the Australian Orthopaedic Association’s National Joint Registry regarding the BIOMET
HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
138.

All DOCUMENTS that RELATE TO YOUR use of outside medical advisors or

any other third-party to provide product quality, safety and reliability assessments CONCERNING
the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
139.

All DOCUMENTS that RELATE TO or reflect any statistical or actuarial study of

probabilities of BIOMET HIP SYSTEM failures or revision surgeries, including but not limited to
failures or revision surgeries associated with any potential or actual manufacturing or design flaws or
defects identified by YOU in any BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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All DOCUMENTS that RELATE TO or reflect any analysis of the failure rates of

any BIOMET HIP SYSTEM, including without limitation DOCUMENTS RELATING TO any
consideration of the clinical consequences of the failures.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
141.

All DOCUMENTS that RELATE TO the review, examination, inspection and/or

analysis of the histories of patients who received a BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
142.

All DOCUMENTS that RELATE TO problems with the porous coating of the

BIOMET HIP SYSTEM, including all DOCUMENTS relating to any issue of the porous coating
beads coming loose.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, if any, pursuant to the Protective Order entered in
this action.
143.

All DOCUMENTS that RELATE TO or reflect any COMMUNICATION between

YOU and any scientist, doctor or researcher regarding failure rates, failure mechanisms, design flaws
or defects, or manufacturing defects related to the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
WARNINGS AND POTENTIAL RECALLS
144.

All DOCUMENTS that RELATE TO or reflect warnings, notices or advisories

CONCERNING the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request as being duplicative of Requests already made by Plaintiffs.
Without waiving the foregoing objections, Defendants respond that there have been no
“notices” or “advisories” given concerning Biomet’s metal-on-metal hip replacement systems as
Defendants understand these terms. Therefore, no responsive documents exist regarding these
aspects of this Request. Warnings regarding Biomet’s metal-on-metal hip replacement systems are
contained in the devices Instructions For Use and these documents responsive to this Request will
be produced, pursuant to the Protective Order entered in this action.
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All DOCUMENTS that RELATE TO or reflect any COMMUNICATION with the

FDA or any FOREIGN REGULATORY BODY CONCERNING any warnings, notices, or
advisories CONCERNING the BIOMET HIP SYSTEM.
RESPONSE
See Response to Request for Documents No. 144.
146.

All DOCUMENTS that RELATE TO or reflect any COMMUNICATION with any

healthcare providers, physicians, patients or other consumers CONCERNING any warnings,
notices or advisories associated with the BIOMET HIP SYSTEM.
RESPONSE
See Response to Request for Documents No. 144.
147.

All DOCUMENTS that RELATE TO any meeting at which a proposed recall,

advisory, safety alert, field action or market withdrawal that RELATE TO the BIOMET HIP
SYSTEM was discussed, including notes, minutes, and draft recall notices.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
148.

All DOCUMENTS that RELATE TO or reflect any proposed recall, advisory,

safety alert, field action or market withdrawal of the BIOMET HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
149.

All DOCUMENTS that RELATE TO any proposed or instituted cessation of the

manufacture or marketing of the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
150.

All DOCUMENTS that RELATE TO or reflect any potential recall or market

withdrawal for the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
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All DOCUMENTS that RELATE TO or reflect press releases or other information

provided press or other media regarding any warnings, notices, or advisories CONCERNING the
BIOMET HIP SYSTEM.
RESPONSE
See Response to Request for Documents No. 144.
CORPORATE GOVERNANCE
152.

All DOCUMENTS that RELATE TO or reflect minutes of meetings of YOUR

Board of Directors (or any committee or like group RELATED TO the Board of Directors), or the
Board of Directors of any company that directly or indirectly owns YOU, CONCERNING the
BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
153.

All DOCUMENTS that RELATE TO or reflect statements made by Defendant or

on Defendant’s behalf to its stockholders in which any of the BIOMET HIP SYSTEM is
referenced. This includes, but. is not limited to, Defendant’s annual or quarterly reports.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
154.

All DOCUMENTS that reflect any minutes and/or reports of Board of Directors

meetings (or their committees or like group) which RELATE TO or refer to the BIOMET HIP
SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
155.

All DOCUMENTS that RELATE TO or reflect COMMUNICATIONS with

financial analysts or investors CONCERNING the role of the BIOMET HIP SYSTEM in
Defendant’s financial or business prospects, including any transcripts, presentations or documents
CONCERNING any analyst conference, call, or business briefing.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
156.

All DOCUMENTS that reflect Defendant’s year-end financial statements for the

years YOU marketed the BIOMET HIP SYSTEM, including:
(a)

quarterly reports for the current fiscal year, including 10-K and 10-Q forms;

(b)

all of YOUR filings with the National Association of Securities Dealers;

(c)

gross sales of the BIOMET HIP SYSTEM for each year; and

(d)

net profits attributable to the sale of the BIOMET HIP SYSTEM including but not

limited to by State of sale (including the District of Columbia, Puerto Rico, and the
Virgin Islands) for each year you marketed the BIOMET HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
157.

All DOCUMENTS that reflect YOUR annual report to shareholders for the years

you marketed the BIOMET HIP SYSTEM.
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, if any, pursuant to the Protective Order entered in
this action.
158.

DOCUMENTS sufficient to identify the DEPARTMENT and individuals

responsible for managing compliance with YOUR Corporate Integrity Agreements.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.

78

case 3:12-md-02391-RLM-CAN document 346-13

filed 04/04/13 page 80 of 90

EXPLANTATION
159.

All DOCUMENTS that RELATE TO any proposed or instituted collection,

retrieval or storage by YOU (or any one acting on YOUR behalf) from physicians, hospitals, sales
representatives, or device suppliers of any BIOMET HIP SYSTEM which had already been
implanted.
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order and Explant
Preservation Order entered in this action.
160.

All DOCUMENTS that RELATE TO any proposed or instituted tests, analysis,

evaluations or investigations of explanted or withdrawn BIOMET HIP SYSTEM which were
returned to, or collected by, you.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order and Explant
Preservation Order entered in this action.
161.

All DOCUMENTS that RELATE TO the disposal by YOU or anyone acting on

YOUR behalf of explanted or withdrawn BIOMET HIP SYSTEM returned to, or collected by,
YOU.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
162.

All DOCUMENTS that RELATE TO or reflecting any visual, microscopic,

Scanning-Electron Microspy or other scientific or medical examination, inspection or analysis of any
explanted BIOMET HIP SYSTEM device or any RELATED tissues or records CONCERNING
such device.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order and Explant
Preservation Order entered in this action.
163.

All DOCUMENTS that RELATE TO or reflecting the actual or projected numbers

of explanted BIOMET HIP SYSTEM devices.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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CLAIMS AND SETTLEMENT
164.

All DOCUMENTS that RELATE TO notice of claims, claims projections, loss

estimates or risk management that RELATE TO any BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
165.

All DOCUMENTS that reflect general liability, comprehensive general liability, or

product liability insurance policy (and any other insurance policy that you purchased or on which
you are a named insured, including policies purchased by related corporate entities) which you
believe may provide coverage for any personal injury and/or product liability claim arising from the
implantation of any BIOMET HIP SYSTEM device, including all excess layers.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
166.

All DOCUMENTS that RELATE TO or reflect any indemnity agreement,

agreement to assume liability, agreement to assume the defense or any other such agreement
between YOU and any other person or entity regarding or pertaining to claims for injuries alleged as
a result of implantation of any BIOMET HIP SYSTEM device.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
167.

All DOCUMENTS that reflect charts or schedules of layers of insurance or self-

insured retention which you believe may provide coverage for any personal injury and/or product
liability claim arising from the implantation of any BIOMET HIP SYSTEM device.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
168.

All DOCUMENTS that RELATE TO or reflect any disputes or reservations of

rights as to coverage (and any other insurance policy which you believe may provide coverage) for
any personal injury and/or product liability claim arising from the implantation of any BIOMET
HIP SYSTEM device.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
169.

All DOCUMENTS that RELATE TO any relationship you have with any third-

party retained by BIOMET or their counsel to assist in payment of medical expenses or other
economic costs of patients with potential claims or settlements CONCERNING the BIOMET HIP
SYSTEM, including but not limited to contracts or agreements, COMMUNICATIONS regarding
any potential contracts or agreements, and any other COMMUNICATIONS CONCERNING the
BIOMET HIP SYSTEM, including but not limited to powerpoint presentations, meeting notes and
emails.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
170.

All DOCUMENTS that RELATE TO any actual or attempted compensation or

resolution of claims for patients implanted with an BIOMET HIP SYSTEM device, including but
not limited to standard operating procedures, guidelines, protocols or the like, form
COMMUNICATIONS with patients or doctors and related or accompanying DOCUMENTS, and
internal DOCUMENTS or COMMUNICATIONS CONCERNING such compensation or
resolution.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
OTHER CATEGORIES
171.

All DOCUMENTS that YOU identify or are asked to identify in response to any

Plaintiffs’ interrogatories propounded in these coordinated proceedings.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
172.

All ELECTRONIC DATABASES or ELECTRONICALLY STORED MEDIA

that RELATE TO or reflect the following subject areas that CONCERN the BIOMET HIP
SYSTEM, to the extent not response to the other requests made herein:
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a.

payments made to physicians or healthcare providers;

b.

clinical trial tracking, management or data;

c.

sales call tracking or contacts with physicians or other individual health care

providers or institutions;
d.

distribution of samples;

e.

management or repository of publications;

f.

product complaints;

g.

marketing, advertising or promotional materials;

h.

information requests and/or questions submitted by physicians or healthcare

providers;
i.

tracking or management of communications with, payments to or activities of

thought leaders, consultants or institutions; label changes;
j.

marketing activities; and

k.

approval of promotional, advertising or marketing materials.

RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this Request to the extent that it requests information that is protected by HIPAA, 21
C.F.R. § 20.63, other federal and state privacy laws, and the medical privilege laws of applicable
states. In addition, Defendants object to this Request as being duplicative of Requests already made
by Plaintiffs.
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All DOCUMENTS that RELATE TO any criminal proceedings and/or other

proceedings involving reprimand, penalty or fine imposed that RELATE TO the BIOMET HIP
SYSTEM in which Defendant or anyone acting on Defendant’s behalf has been involved.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they are currently
unaware of any documents responsive to this Request.
174.

All DOCUMENTS that RELATE TO or reflect general media articles discussing

the BIOMET HIP SYSTEM. For purposes of this request, the term “general media article” refers to
articles that appear in non-medical and/or non- scientific journals, magazines or periodicals.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants also object to this
Request because media articles are publicly available documents. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
175.

All DOCUMENTS that RELATE TO or reflect medical or scientific articles, in

Defendant’s possession, custody or control discussing the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants also object to this
Request because medical and scientific articles are publicly available documents. Defendants further
object to this Request as not reasonably calculated to lead to the discovery of admissible evidence.
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Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
176.

All DOCUMENTS that RELATE TO the BIOMET HIP SYSTEM sent or received

in your capacity as a member of or financial supporter of any other organization and/or lobby. This
request is limited to organizations and/or lobbies that you are a member of in your capacity as a
manufacturer, marketer and/or distributor hip implants.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
177.

All DOCUMENTS that RELATE TO or reflect any expenditures, whether

monetary payments, in-kind payments or gifts, made on lobbying efforts that RELATE TO YOUR
hip implant business.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
178.

All DOCUMENTS that reflect depositions transcripts or recordings of corporate

representatives in previous lawsuits or proceedings regarding any type of claims CONCERNING
the BIOMET HIP SYSTEM.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
179.

All DOCUMENTS that reflect Defendant’s witness lists in previous lawsuits or

proceedings regarding any type of claims that RELATE TO the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
180.

All DOCUMENTS that reflect Defendant’s exhibit lists in previous lawsuits or

proceedings regarding any type of claims that RELATE TO the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
181.

All DOCUMENTS that reflect Defendant’s expert deposition transcripts or

opinions submitted in previous lawsuits or proceedings regarding any type of claims
CONCERNING the BIOMET HIP SYSTEM.
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
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ALL DOCUMENTS produced by YOU in Benson v Biomet, Inc. (E.D. Wa. 2:12-cv-

05131).
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
183.

ALL DOCUMENTS produced by YOU in Faber v Biomet, Inc. (E.D.N.Y. 1:12-cv-

00783).
RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence.
Without waiving the foregoing objections, Defendants respond that they will produce nonprivileged documents responsive to this Request, pursuant to the Protective Order entered in this
action.
184.

ALL DOCUMENTS identified by YOUR keyword search employed in the Faber v.

Biomet action BEFORE said documents were limited and constricted using subsequent predictive
coding searches.
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RESPONSE
Defendants object to this Request because it is overly broad, unduly burdensome,
impermissibly vague, and not limited to a relevant time period. Defendants further object to this
Request as not reasonably calculated to lead to the discovery of admissible evidence. Defendants
also object to this request because it seeks information beyond the scope of reasonable discovery, as
permitted by the Federal Rules of Civil Procedure.

Dated: March 19, 2013
/s/ John D. Winter
John D. Winter
PATTERSON BELKNAP WEBB & TYLER LLP
1133 Avenue of the Americas
New York, New York 10036
Tel: (212) 336-2000
Email: jwinter@pbwt.com
John D. LaDue
Erin Linder Hanig
LADUE CURRAN & KUEHN LLC
200 First Bank Building
205 West Jefferson Boulevard
South Bend, IN 46601
Tel: (574) 968-0760
Email: jladue@lck-law.com
Email: ehanig@lck-law.com
Attorneys for Defendants
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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF NEW YORK
------------------------------x
MONIQUE DA SILVA MOORE, ET
AL.,
Plaintiffs,
v.

11 CV 1279 (ALC) (AJP)

PUBLICIS GROUPE SA, ET AL.,
Defendants.
------------------------------x
New York, N.Y.
April 25, 2012
2:06 p.m.
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HON. ANDREW J. PECK
Magistrate Judge
APPEARANCES
SANFORD, WITTELS & HEISLER, LLP
Attorneys for Plaintiffs
BY: STEVEN LANCE WITTELS
DEEPIKA BAINS
SIHAM NURHUSSEIN
JACKSON LEWIS LLP
Attorneys for Defendant MSLGroup
BY: BRETT M. ANDERS
JEFFREY W. BRECHER
MORGAN, LEWIS & BOCKIUS LLP
Attorney for Defendant Publicis Groupe SA
BY: PAUL C. EVANS
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(In open court; case called)
THE COURT: What are the issues? Since you're here, I
assume there must be some issues. Let's start with the
plaintiff.
Just remind me who you are.
MR. WITTELS: Yes, your Honor. Steven Wittels from
Sanford Wittels & Heisler for the plaintiffs.
Your Honor, we would ask on behalf of plaintiffs and
the class we've moved to certify that your Honor issue a stay
of discovery in this case until after Judge Carter has ruled on
the pending motions for class certification of the EPA.
THE COURT: The request is denied.
Next.
MR. WITTELS: May I just explain why we think it's
appropriate.
THE COURT: Sure.
MR. WITTELS: The reason we believe it's appropriate
is because presently there is an extension of ESI discovery
until September. The current discovery cutoff is June. If
Judge Carter rules, and we don't know when he would rule, and
grants class certification of the EPA class, as well as
allowing us to amend the complaint, there will be a significant
issue with respect to the scope of discovery that defendants
apparently would agree to produce at that time.
Given your Honor's prior rulings in this case,
SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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referencing one of them on February 8, at page 20, your Honor
had decreed that the class discovery would be -- well, that the
discovery would not be to all class issues but would be
limited, in fact, to the seven plaintiffs we have presently.
Our position was that -THE COURT: Let me interrupt for one minute. And just
correct me if I'm wrong.
You moved for collective action, but you still have
not moved for class certification; is that correct?
MR. WITTELS: Yes. We need certain -THE COURT: Well, you know, we've talked about that
before. And, you know, you sold this schedule to the original
judge, I think. And you or one of your colleagues got very
upset when I thought and suggested that that date be moved.
You can't have it all ways from Sunday. I understand
you may need some discovery for that motion. But you've set it
up in a way that you're putting the cart before the horse. And
you're going to have to live with that.
Now, meanwhile, as -- to correct one other statement
you made, the discovery cutoff is no longer June for obvious
reasons.
Now, you could convince me that the schedule you and
defendants have agreed on, which seems to be the first thing in
the history of the universe that you all have agreed upon and
haven't backtracked from, I could be convinced that that's much
SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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too leisurely. But I took you all at your word that that was
what was necessary. I had said when we were discussing the ESI
protocol and all of that, that if that took longer, that I
wasn't going to hold you to the original discovery cutoff date.
What that ultimate cutoff date will be is something that we'll
figure out once document production has been determined.
Meanwhile, we'll see how long it takes for Judge Carter to deal
with the motion for class -- sorry, for the collective action
and whatever notices have to go out on that.
But you can't keep holding the case in limbo merely
because you want to take your time when it's in your interest,
and serve motions on your time schedule, not anyone else's.
So if there's anything you'd like to say so you have a
complete record, feel free.
MR. WITTELS: Thank you.
May I just ask for a clarification. When you said
there is no longer a June cutoff, what your Honor meant by
that? Maybe I missed an order on that.
THE COURT: Maybe you weren't here and you didn't read
the transcript.
But, obviously, if you're not going to have all the
documents under the protocol until somewhere in the
neighborhood of September, either you shouldn't get the
documents at all because it's useless, or obviously there can't
be a June discovery cutoff date.
SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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I've made that clear before. And I really do think
with the tag teaming of lawyers in this case on your side you
guys got to talk to each other.
MR. WITTELS: Well, is your Honor amenable to entering
an order then that extends the discovery cutoff -THE COURT: Are you from the New York office or the
California office?
MR. WITTELS: From the New York.
THE COURT: Excuse me?
MR. WITTELS: New York. What was that?
THE COURT: You seem to be picking up the infection of
your colleague in California that you don't seem to know how we
practice law in this court.
MR. WITTELS: I've been practicing here for over 25
years.
THE COURT: Good. What don't you understand about
transcripts or orders?
MR. WITTELS: Well, your Honor, is there -- I don't
think there's an order which extends the discovery cutoff
beyond June 30.
Presently there's an ESI order from your Honor
extending it to September 7.
THE COURT: Would you like me to leave the cutoff
where it is and say there will be no ESI discovery?
You're talking nonsense.
SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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MR. WITTELS: Okay, your Honor.
I'd like to -- I'd like to put on the record then the
reasons why we believe there should be a stay, which I hadn't
finished.
The other reason is that defendants have repeatedly
brought up the issue of the burden of costs and insisting that
when they came jointly with us to your Honor with a letter in
March, that they wanted to wait until Judge Carter's ruling so
there would be no increase cost associated with the ESI given
that the scope of discovery wouldn't change from their
perspective.
THE COURT: Are you prepared to make your class
certification now if I hold off on discovery?
MR. WITTELS: No, your Honor. We need -THE COURT: Then what's the point, counsel?
MR. WITTELS: My point is that under Wal-Mart v. Dukes
which talks about getting discovery that shows a common
practice and policy; and Rossini v. Ogilvy, which is the Second
Circuit -THE COURT: Counsel, counsel, let me be clear, which I
may not have been.
You're asking for the Court to stay discovery while
your collective action motion is pending and your motion to
amend is pending.
Assume Judge Carter grants your collective action
SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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motion and that a certain number of plaintiffs opt in, but that
it's not everybody who could possibly be in the class, you are
still saying you want to complete discovery before you file
your class certification motion. And then you want to do
everything all over again. So this makes no sense.
MR. WITTELS: In many of the cases, if not all that
I'm involved in, on terms of whether it's Title VII, whether
it's a collective action in a FLSA context, whether it's a
consumer fraud, the courts very frequently have a two-stage
discovery process; wherein the first phase you do class
discovery; and then the second phase you do merits discovery.
That's what we did in the Novartis case that ended up in front
of Judge McMahon. It was a two-stage process.
We need discovery in a wide basis, not limited to
seven plaintiffs. Because the rule in Rossini and Hnot, 228
F.R.D. 476, is that you need discovery showing how the
decisions of the corporation would affect many other employees,
not just the seven at issue in this case.
THE COURT: You have not asked for a separate class
discovery period. You want everything.
What am I missing?
MR. WITTELS: Well, will your -THE COURT: If I were to say -- and we'll put aside
the collective action. And frankly, I have every reason to
believe Judge Carter will be deciding all your motions quickly.
SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300

Case 3:12-md-02391-RLM-CAN
case
1:11-cv-01279-ALC-AJP Document
document191-1
346-14 Filed
filed05/09/12
04/04/13 Page
page99ofof212
47

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

8
C4p9mooc
But I can't guarantee that, obviously. It's a guess.
If you were to do very limited -- well, appropriate
discovery solely for purposes of deciding to move for class
certification, what would you need?
Because if it's everything anyway, then what you're
basically saying is whether or not a class is ever certified
and whether or not we move for class certification, we want
discovery as if a class were certified.
MR. WITTELS: Well, discovery must be broad enough in
the class discovery phase.
THE COURT: Specifically.
Counsel, I understand.
Specifically tell me what you want. You want a
deposition or two, or do you want all the ESI you've already
asked for and then some?
MR. WITTELS: Well when you say "and then some," your
Honor, we need to evaluate the ESI. We also would want
targeted -THE COURT: What's the process of staying discovery.
You need this regardless is what you are saying. But you want
it stayed.
MR. WITTELS: Well, the defendants have taken the
position we're not giving you any discovery beyond the seven
people. If there are decisions regarding employees who are not
among the seven and there -SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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THE COURT: If there is a company-wide policy, you are
entitled to that.
You are not entitled, because that's called blackmail
to convince the defendant to settle, to say I need information
about virtually every employee who might be in the class, which
obviously is extraordinarily expensive, in order to prove that
there is a class. That's not what the case law says. And
that's what you seem to be asking for. While at the same time
saying let's stay discovery. So I don't know if your funding
source has run out. But you keep reinventing the wheel at
every conference.
MR. WITTELS: We're asking for a stay because we're
being blocked in terms of our discovery.
THE COURT: You're not being blocked of any legitimate
discovery. And if you are, either you're being blocked by me,
in which case when Judge Carter rules you'll get an ultimate
decision on that, ultimate subject to going to the circuit at
the end of the case. Or you're being blocked because you and
they are not agreeing. And I have not had any discovery issue
brought before me on that issue.
MR. WITTELS: Your Honor, because of your prior
rulings, the discovery -- the defendants have taken the
position that they don't have to produce discovery that we feel
should be produced under Wal-Mart, Rossini, Hnot and all of the
Second Circuit cases.
SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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THE COURT: Counsel if you say I've ruled on it, then
I've ruled. And Judge Carter will deal with it. Because
presumably that's something that's in front of Judge Carter.
MR. WITTELS: Well what's not, I believe, in front of
Judge Carter is the fact that defendants are not producing
discovery beyond the seven and are now using your Honor's prior
rulings to block legitimate class discovery.
Therefore, they've taken the position if there is
change -- and I have an e-mail from them on this point.
THE COURT: First of all, is this an issue you want me
to rule on, or is this because -- and this is not the clean
Supreme Court oral argument where you get to argue and then the
red light comes on and you're done. But let's try to keep one
issue at a time.
MR. WITTELS: Well, my argument is as to why there
should be a stay. And the argument I'm making is that
defendants, as recently as two days ago, have told us in an
e-mail that they won't produce any additional documents
relating to the complaints other than what we've already
produced. And this is a quote: If the motion to file a second
amended complaint is granted, we might revisit this.
THE COURT: Okay.
MR. WITTELS: So their position is if there is a
change -THE COURT: Let me ask -SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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MR. WITTELS: Sorry.
THE COURT: Let me ask the defendants. Are you
joining in this application as a way to save money?
MR. BRECHER: No, your Honor. We do not join in this
application. Thank you.
THE COURT: Then my ruling stands.
Anything else?
MR. WITTELS: If your Honor will not stay it, I would
ask you to extend the discovery period for a year after
certification is granted and the reason for that is -THE COURT: I will deal with any issues on a what-if
when the what-if comes to pass.
MR. WITTELS: Meaning if there is a ruling by Judge
Carter in favor of class -THE COURT: If Judge Carter gives you a class
certification, and discovery is necessary, and you haven't
slept on your rights -- you know, my question, quite seriously,
goes back to what we've talked about before.
When are you moving for class certification?
Right now the deadline is April 1. You move -- sorry.
April 1 -- that can't be right.
What is the old deadline? The one that came from
Judge Sullivan, if I'm remembering right, which was supposedly
when discovery was ending at one point. I think it's April 1,
2013. And although I looked at that date and said how on earth
SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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could it be that far out?
MR. BRECHER: Judge, I think that is correct.
I don't have the order in front of me, the original
scheduling order from Judge Sullivan. But my recollection was
after the completion of fact discovery, then there was going to
be a period of expert discovery. And then after that, class
cert. motions.
THE COURT: Okay. If that's the date you're still
aiming at, I'm going to have to change the date.
MR. WITTELS: We'd ask that you allow that date to
stand, your Honor. It's necessary given that we're not able to
get -THE COURT: But then you want -- you want to make the
motion in April of 2013 when otherwise discovery is all over.
And then you want a chance, if the motion is granted, for new
discovery.
Is that what you're telling me?
MR. WITTELS: No, your Honor.
THE COURT: Okay.
MR. WITTELS: Judge Sullivan's order number ten of
August 9, 2011 said the motion shall be filed no later than
April 1, 2013.
THE COURT: I've yet to see a lawyer who files
something before a deadline. But you've done lots of things
that other lawyers don't do. So maybe you will.
SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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motion.
that.

Look, you'll file your motion when you file your
The repercussions of that will be the repercussions of

Or you can tell me that you're going to file your
motion sooner but after you've had some significant discovery
here. And then I can think about the ramifications of it. You
can't have it both ways.
So if you're sticking to the April 1, 2013 date,
you're sticking to it. What the ramifications of that will be
is something that we can all worry about once the motion is
granted, if it's granted.
MR. WITTELS: All right.
My final request, your Honor, is that your Honor not
issue orders in this case until the recusal motion is decided.
THE COURT: Or until the motions you want get decided.
You started this conference asking me to rule on
something. And now you say well, I didn't win that one so why
don't you not rule on anything.
What makes sense about the way you've presented your
arguments? Other than, you know, if you win, it's good, and it
isn't affected by the recusal motion. But if, heaven forbid,
you lose, then you go to your recusal.
MR. WITTELS: We feel, your Honor -THE COURT: Why didn't you just waive that argument by
asking me to rule on two or three things in the course of the
SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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discussion we just had?
MR. WITTELS: The reason, frankly, your Honor is I
believe that you were not going to grant the stays, and that we
requested. And given the tenor of the case thus far, I didn't
want to antagonize you.
THE COURT: I think you're a little late on that
Mr. Wittels.
MR. WITTELS: Well the intent is not to antagonize the
Court at any time, your Honor. I brought it up because I had
asked your Honor not to rule any further until it's decided. I
think that's the appropriate thing to do.
THE COURT: Request is denied.
MR. WITTELS: Thank you.
THE COURT: You waited forever to file the motion.
You filed a letter application for recusal. And when I said
you want me to rule on that and give the defendants a chance to
respond to the letter, or do you want a motion? And you took
another, whatever it was, two, three weeks to do the motion on
a schedule you set. And now it's nothing can go on in the case
unless it favors you.
So I will rule on the recusal motion when it is fully
briefed and when I have time to get to it, although it will get
a high priority. But at this point I'm not granting you a stay
of my activity on the case. You cannot get such a stay merely
by making a disqualification motion. You want to take this to
SOUTHERN DISTRICT REPORTERS, P.C.
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the circuit, go wherever you want.
Anything else from the plaintiff?
MR. WITTELS: Just to respond briefly to your Honor's
point about dealing things under our own schedule. We moved as
quickly as we could once we had a full set of facts and
information that we believe supported our -THE COURT: First of all, that's nonsense. And second
of all, your letter had basically everything except bells and
whistles that was in your motion. So, it should not have taken
as long as it did if you thought that the case should stop dead
in its tracks while the motion was pending.
MR. WITTELS: We did make a motion -- as part of our
application in our notice of motion, we specified that your
Honor not make any further rulings in the case.
THE COURT: Yes, but I didn't hear that you were
elected to the Court of Appeals or the Supreme Court.
Yes. You asked for that relief.
MR. WITTELS: Yes.
THE COURT: You didn't bring it on by an order to show
cause or anything else.
I assume that you know that defendants wrote a letter
saying they would like to respond to your application.
Is there a reason that I should follow you and not
give them a chance to say anything? Putting aside my own
interest in this matter? When you've attacked my integrity.
SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300

Case 3:12-md-02391-RLM-CAN
case
1:11-cv-01279-ALC-AJP Document
document191-1
346-14 Filed
filed05/09/12
04/04/13 Page
page17
17ofof212
47

16
C4p9mooc
1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

MR. WITTELS: What we've attacked is the appearance of
impropriety. That's what we've attacked.
THE COURT: Yeah well, you call it what you call it.
MR. WITTELS: And no, we believe that all parties
should be heard fully and completely in court.
THE COURT: Good. Is there any reason I should be
spending anymore time on this until the motion is fully
briefed?
MR. WITTELS: No.
THE COURT: Thank you.
Any issues from the defense?
MR. ANDERS: Yes, your Honor.
If I could, I'd like to talk about the ESI process and
the schedule and maybe a concern or an issue that I see.
THE COURT: Okay.
MR. ANDERS: Under the schedule entered by the Court
defendants were to have provided the C set to plaintiffs by
April 11 with our coding designations. We met that deadline.
April 23, this Monday, was the deadline for plaintiffs
to provide their challenges to the certain designations. We
received that at 9:15 Monday night.
Yesterday our vendor had taken their data file,
incorporated it to the database, and by eleven o'clock we were
able to start reviewing and seeing the changes.
There are approximately 3300 documents where they
SOUTHERN DISTRICT REPORTERS, P.C.
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disagreed with our coding designations. I spent a few hours
yesterday and a few hours this morning going through them.
I've only -THE COURT: Thirty-three out of how many documents?
MR. ANDERS: 3300 out of about fifteen thousand.
THE COURT: So one in five?
MR. ANDERS: Yes, your Honor.
The pace right now, in terms of -- and then on the
schedule itself, your Honor, we had designated April 24 to
April 27, Tuesday through Friday of this week, to meet and
confer over the disagreements and start the first iteration on
Saturday.
Based on how long it's taken to go through just 150,
it's going to take longer to go through the 3300.
But my concern, your Honor, and maybe it was addressed
by Mr. Wittels in his comments. We are following your Honor's
rulings in making coding designations. And it appears
plaintiffs still disagree with your Honor's ruling.
Because what I'm noticing is the vast majority of
documents where they disagreed with our coding designation had
to do with personnel decisions regarding nonplaintiffs. For
example, an employee was being transferred. A raise to a
different employee who is not a plaintiff.
But I think some of the more -- I don't want to say
egregious, but bizarre coding changes were somebody sent in a
SOUTHERN DISTRICT REPORTERS, P.C.
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resume looking for a position in HR. We marked as not
relevant. We get a response that that should be relevant. An
employee who is not a plaintiff, they're out-of-office
assistant said I will be out of on maternity leave until June
5, please contact so and so. We marked that as not relevant.
Plaintiff said that's relevant.
What I tried to do was start breaking it out into
broader categories that we can possibly address.
One suggestion would be allow us to go through the
3300.
Another suggestion would be maybe go through five
hundred. I think if we go through five hundred, we'll get a
good sense of categories, discuss those categories with
plaintiff, and then bring that to your Honor.
But my concern is a lot of what I'm seeing is
something that your Honor has already ruled on in terms of what
is relevant and what's not.
THE COURT: You all want to come back Friday? I'm on
trial next week. Unless -- if you want to stick around until
after the 3:00 conference, the trial may or may not crater
based on some issues that the parties raised at the last time.
Otherwise I'm not seeing you next week. But if we do deal with
500, I'm certainly willing to suffer through it on Friday.
Another possibility -- although it's expensive and we
can either do it on a loser-pay or on a 50/50 cost shift is for
SOUTHERN DISTRICT REPORTERS, P.C.
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me to give you a special master who can go through all of these
in light of my rulings.
But frankly, Mr. Wittels, if that description of these
documents is correct, I am not going to let you destroy the
predictive coding protocol process because of a difference of
opinion as to relevance on which I have ruled.
MS. BAINS: Your Honor, I'll address this. I don't
agree with Mr. Anders' characterization of our coding.
In fact, I got this e-mail yesterday saying that
plaintiffs coded things that were individual decisions who are
not the named plaintiffs. So did MSL. Many, many, times.
There are also at least 20 that I counted manually. Examples
of the same exact document being coded as relevant and not
relevant. Identical documents. And I have some examples with
me.
THE COURT: Well that has to be cleaned up.
MS. BAINS: So I don't think that the answer is coming
up with broad categories because, honestly, when we went
through the coding we couldn't figure their coding out because
of all of the inconsistencies. So it raises a lot of issues
with us about the accuracy of the process and the reliability
of the process if the coding going into it is going to be
inaccurate.
THE COURT: That's certainly true. How many people
coded, if we're seeing inconsistent coding?
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I know there's a lot of documents and there's a limit
to how much a senior person can do at one time.
MR. ANDERS: Either myself, Mr. Brecher, or Tori
Shevet looked at every single document.
THE COURT: Did you run any sort of de-duping?
Because if they were exact duplicates and one of the three of
you coded it as responsive and relevant and someone else coded
it as irrelevant; or frankly, if the same person, based on
tiredness or whatever, coded it the same way at different times
in the morning and the afternoon, you know, that certainly has
to be cleaned up.
MR. ANDERS: Our vendor did de-dupe the set. But from
what we're told, there will still be the same documents.
For example, attachments may appear to different
e-mails. So that attachment may appear multiple times. It was
de-duped but there are still certain duplicates or near
duplicates in there.
THE COURT: Well that's certainly something that has
got to be cleaned up.
MS. BAINS: So plaintiffs would propose that MSL
relook at its coding, make sure it's consistent. We can go
over -THE COURT: That's like 20 documents. Or even if it's
a hundred out of your 3300.
How do you all want, without extending this schedule
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materially, to work through this?
I'm not going to look at 3300 documents. I'll tell
you that right now. They can be categorized. They can, you
know, you all pull some sort of sample. You could have a
special master who gets paid by the hour.
You tell me what you want.
MR. ANDERS: Your Honor I think one initial decision
is, from plaintiffs, do you agree to abide by Judge Peck's
ruling that -THE COURT: Asked that way, there is no way they can
answer that other than yes unless they are total idiots.
MR. ANDERS: Your Honor, my point is I have examples
of documents here that are individualized decisions for
nonplaintiffs. And if the position is plaintiffs still think
that those are relevant and should be in, well we now have a
fundamental disagreement over something I believe your Honor
has ruled on.
MS. BAINS: I think we need to understand the thought
process behind MSL's coding because in the fifteen minutes I
had to review this after getting notice of it, I found at least
five documents that MSL itself coded as relevant that were
individual personnel decisions for employees who were not
plaintiffs.
Now if there's some -THE COURT: To the extent they're giving you more than
SOUTHERN DISTRICT REPORTERS, P.C.
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you deserve, I doubt that you really want to complain about
that.
MR. ANDERS: Your Honor, some of those e-mails, I
recall some of those, it may have been an individualized
decision. But within the body of the e-mail there was a
comment about you need approval from these people to do this.
So we took a more liberal or broader approach and included
that.
Yes, it was an individualized decision topic. But
there was comments in there about what the process is.
THE COURT: Well the question is where do you want to
go from here, sticking to the timeline you have as much as
possible.
MS. BAINS: Could we have a moment to confer to come
up with a plan from plaintiffs' side?
MR. WITTELS: Can we step out for four minutes or
three minutes?
THE COURT: How about a minute.
(Recess)
MR. ANDERS: Your Honor, if I may. We were
discussing. There are 3300 documents where there is
disagreement. We still haven't, I think, reached a resolution
on those e-mails regarding nonplaintiffs -- personnel decisions
for nonplaintiffs. Our suggestion would be that plaintiffs go
through the 3300, pull out the ones that truly are personnel
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decisions for nonplaintiffs.
THE COURT: Let me find out what plaintiffs' view is
based on the discussion we just had.
MS. BAINS: Well in our view the documents we marked
as relevant that were individual decisions were related to a
centralized decision-maker which is central to plaintiffs'
case.
THE COURT: That means every decision is "central"
because it was made by somebody somewhere about everybody in
the company.
MS. BAINS: Well on the face of the document it is,
where it says New York is making this approval. It has to go
to Paris. I mean -THE COURT: How many of the 3300 are that and how many
are just so and so is getting promoted or so and so sent in a
resume asking for a job in HR?
MS. BAINS: I can't give you a number.
THE COURT: Okay. So here's the question -- I'm not
reviewing 3300 documents. I'll make that very clear.
Tell me how you want to resolve this. You and they
are taking very different interpretations of this Court's
rules.
Do you want to give me, each of you, a sample of a
hundred documents? And whoever wins or loses as we go through
them on Friday, or whenever I have time to deal with all of
SOUTHERN DISTRICT REPORTERS, P.C.
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you, you know, that rules for all 3300.
Do you want someone to review all 3300 sitting down
with you? That will be a special master. That's fine too.
MR. WITTELS: I think, your Honor, taking over for
Ms. Bains.
We just got these documents. We haven't had time,
very compressed amount of time to look at -THE COURT: This is your schedule, guys. This is the
stipulation you asked me to resolve -- to approve, by the way,
at a time when you still didn't want me to decide anything but,
hey, that's another story.
Here's the schedule. It's a stipulation both of you
asked for. I approved it. You're now woefully behind schedule
already at the first wave. We need to resolve that.
I'm asking how you want to resolve that. You gave
them the documents Monday. So what do you mean you just got
something?
MR. WITTELS: Your Honor, the compressed schedule is
based on your Honor having put us on a very short timetable.
We wouldn't have agreed to that type of timetable.
THE COURT: But you did.
MR. WITTELS: We had no choice. We were forced into a
very short timetable to review as many -THE COURT: Mr. Wittels, stop.
MR. WITTELS: I'm just saying, your Honor, to review
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many thousands of documents. We didn't expect to have so many
different coding issues.
THE COURT: Well neither did anyone else.
Let me repeat myself. Give me a solution.
MR. WITTELS: The proposal we -- we need A time to
consider the suggestion about whether there should be a special
master.
THE COURT: No. You can decide that now.
MR. WITTELS: I need to confer with the rest of the
team, your Honor, as to what -THE COURT: Then you should bring them.
Come on. This is a stall tactic, Mr. Wittels.
That's fine. I can overrule all your objections sight
unseen.
MR. WITTELS: Is that what your Honor wants to do
without seeing any of our arguments, just overrule us?
THE COURT: I'd like you to be prepared and not
stalling because I didn't give you the stay you asked for.
That's what it appears to me, counsel.
MR. WITTELS: No, your Honor.
THE COURT: Come on. You're lead counsel. Who do you
have to confer with and why?
MR. WITTELS: I want to speak to Janette Wipper and
the rest of our team who -THE COURT: Then why isn't she here?
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MR. WITTELS: Your Honor we have three attorneys from
my firm here.
THE COURT: Good. Then the three of you make the
decision.
Let me hear from defense counsel.
Whoever gives me a view -MR. WITTELS: Our view would be A we have a sitdown,
sitdown meet and confer with -THE COURT: Why didn't you do that already?
MR. WITTELS: We have it scheduled for Friday.
They have now -- yesterday proposed this broad
categories documents for the first time.
They're coming up with solutions. We're coming up
with solutions.
They haven't reviewed all of our proposals as to
our -- our issues on the coding. We've identified for your
Honor, just briefly here today, from our first pass many, many
inconsistencies in the documents. We need time to work it out.
THE COURT: You've identified one inconsistency.
MR. WITTELS: Well, to see documents -- there are
multiple documents that are marked relevant and irrelevant,
which shows that the defendants' methodology is flawed.
THE COURT: Did you give them that counterlist, or is
that something you just held in abeyance to use at a motion?
MR. ANDERS: Your Honor, I think when you're going
SOUTHERN DISTRICT REPORTERS, P.C.
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through the volume of documents that we went through, there are
going to be discrepancies in the coding on similar documents.
That's the whole reason or one of the reasons why we have this
second passthrough where plaintiffs can go review it.
I think that's, your Honor, a separate issue than what
I'm dealing with, which is getting -- I never anticipated
disagreement on 3300 documents. And when I'm seeing somebody
applying for an HR position that's being marked relevant and
out of -THE COURT: Hand up a few of the samples you have.
MR. ANDERS: Yes, your Honor.
MR. WITTELS: Can we see them, please.
MR. ANDERS: Sure.
THE COURT: I'm very tempted to treat this under Rule
37 as cost shifting. I'll look at a number of documents.
Whoever wins or loses pays.
MR. WITTELS: Your Honor, we have asked that your
Honor defer any ruling on this. We haven't had time to confer
with defendants yet. Your Honor is putting the cart before the
horse, not allowing us to discuss with the defendants what
these issues are, work them out, and now you're stating that
we, on the basis of no preparation, no dispute before your
Honor, are going to rule from the bench.
THE COURT: There is a dispute.
MR. WITTELS: And perhaps -SOUTHERN DISTRICT REPORTERS, P.C.
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THE COURT: Counsel, this may not be fair, but along
with the low pay of being a federal judge I get to interrupt
you. You don't interrupt me. Period.
As to no preparation and all of that, you or one of
your colleagues coded these documents as relevant. I'm going
to look at that and give you some guidance. We're not doing
briefing on this issue. Whoever reviewed the document from
your team is presumably sitting here.
MR. WITTELS: Your Honor, may you tell us which you're
looking at.
THE COURT: I'm looking at document NR 6406, 6407. An
assistant account executive asking for tuition reimbursement.
What's the relevance?
I take it you had marked this as nonresponsive and
they marked it as responsive, Mr. Anders?
MR. ANDERS: Yes, your Honor. The Bates number all
the ones we marked as nonresponsive start with an NR.
THE COURT: Okay. Got it.
Okay what's the relevance of this document?
If I could read the document for the first time this
fast, you guys should be able to tell me why you marked it
relevant.
MS. BAINS: This is compensation to a member of a
class. One of the issues is pay.
THE COURT: Counsel, how many times are we going
SOUTHERN DISTRICT REPORTERS, P.C.
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through -- do I have to make the same ruling more than once?
Is it a named plaintiff? Is it a policy document?
It's a document saying I want some tuition benefit
reimbursement. Maybe if there were a response to it attached
somewhere that said in accordance with our policy you're
entitled to it or you're not. But that's not what this is.
How on earth is this relevant under the rulings that
I've already given you, unless Judge Carter reverses them,
assuming it's even one you've taken up with objections. I
can't keep track.
MS. BAINS: The way it stands, the way the ruling
stands, we don't agree with that because we can't -THE COURT: So every time -- you stop. Come on
counsel. This is really contempt. Every time you disagree
you're going to make me and the defendants make the same ruling
multiple times? On every single document?
You've got to be kidding me. You are to rereview the
3300. For every document that violates my ruling that I have
to read that you don't work out before Monday there will be
contempt -- sorry, there will be sanctions under Rule 37 and
the court's inherent power starting at a hundred dollars a
document.
This is outrageous counsel.
MR. WITTELS: Your Honor, I think that your Honor is
now really expressing here a bias, not the appearance -SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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THE COURT: Yeah, it's a bias that you guys want to
run this Court.
That's not a bias counsel.
Sit down.
MR. WITTELS: Your Honor, you're screaming.
THE COURT: Sit down, counsel.
MR. WITTELS: You're screaming at me, your Honor.
THE COURT: I am yelling at you because you are
showing contempt for the Court.
You know the law. The bias is bias formed outside of
court.
If you are making outrageous ridiculous arguments that
even though I've ruled that this document is irrelevant, you
have the right to code it as relevant and reargue it. Yes, I'm
not a happy camper.
Sit down.
MS. BAINS: Your Honor, may I ask that MSL be required
to rereview.
THE COURT: No. You are required to redo this. The
only thing you're not -- sorry. The only other thing you are
to do, since -- wherever you have found inconsistent coding,
you are to give them the document correspondence list. So that
document, you know, MSL221B was marked relevant and document
NR100 of the same thing or very similar was marked irrelevant.
MS. BAINS: So wasn't that something that they should
SOUTHERN DISTRICT REPORTERS, P.C.
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have noticed when they were coding it?
THE COURT: They should have.
MS. BAINS: I'm not sure why it should be plaintiffs'
burden.
THE COURT: Have you already done it?
MS. BAINS: Not for all of them.
THE COURT: Have you done it for some of them?
MS. BAINS: We did the ones we noticed, but we think
there are many more.
THE COURT: Excuse me. Counsel what don't you
understand?
You're interrupting me.
For whichever ones you have done it, I'm not saying
you have to do anymore, and they will doublecheck. But where
you've done it, the game plan of the Court -- maybe not the
plaintiffs -- is to try to make this process work.
It requires, as I've said before, all discovery,
regardless of whether there were predictive coding, or
keywords, or good old-fashioned paper requires lawyers to
cooperate. You've got a list. Give it to them. Today.
That's the Court's ruling.
MS. BAINS: We're okay with giving the list. However,
if there are more -THE COURT: I'm glad you're okay with giving the list
when I've ordered it.
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Are you -- what are you guys doing here?
And then you're going to say yes, I'm biased. I'm not
biased. I think you guys don't know how to practice law in the
Southern District of New York. That's what I think. Based on
today's appearance and prior appearances by you and some of
your colleagues.
I have ruled. Unless and until Judge Carter overrules
me, that is the ruling you live with.
I'm going to do one more of these while waiting for
the lawyers on the 3:00.
NR47383. Other than it shows that somebody was on
maternity leave, why on earth is that relevant? Where is the
policy here? It's the second document they handed me. I don't
know if your stack is in a different order.
MR. ANDERS: Your Honor, I gave you the full stack
that I brought. I had made copies for plaintiff just so they
could have them.
MS. BAINS: We don't have that document.
THE COURT: Come on. It's a two-sentence letter.
Fine. You're not going to talk. I'll tell you the
answer.
MR. WITTELS: We will speak, your Honor.
Apparently the defendants have coded a number of
documents as relevant that are similar to this. And that's why
we are now, have said we believe it's relevant.
SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300

Case 3:12-md-02391-RLM-CAN
case
1:11-cv-01279-ALC-AJP Document
document191-1
346-14 Filed
filed05/09/12
04/04/13 Page
page34
34ofof212
47

33
C4p9mooc
1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

THE COURT: What document? Show me the document.
MR. WITTELS: Your Honor, again, we are here without
having had an opportunity to meet and confer and go over these
with defendants. We didn't bring down the documents. We
weren't prepared to argue the discrepancies in their coding.
THE COURT: If the only issue is that it's a
discrepancy, that's what you'll work out when you give them
that list.
But if the discrepancy is as Mr. Anders described
before, which is other people with memos referring to maternity
leave talked about the policy or process involved and that's
why it was coded relevant, that is relevant. The fact that an
individual who is out on maternity leave can't teach a media
relations class and refers them to somebody else in the
organization does not strike me as the least bit relevant to
this case, even if the class was certified.
All I'm telling you all -MR. WITTELS: Well it also enables us to identify who
went on maternity leave because defendants refuse to provide us
a list of who went on maternity leave which is relevant and
germane to our class.
THE COURT: Yes. It is relevant to your class. And
what the class is certified we'll deal with it.
MR. WITTELS: Again we're being hamstrung in our
ability to identify who might be in the class.
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THE COURT: And you have the right to take objections
to Judge Carter, which you're not shy about, so take your
objections. Stop arguing with me.
MR. WITTELS: Your Honor, may we have until Wednesday,
a week from today, to do what your Honor ordered?
THE COURT: How are we going to get this schedule to
work? That's my question.
Let me give you the documents back.
You tell me. You've got a schedule where there's
supposed to be a first iteration starting April 28.
How are we going to do that if you're not ready to
even sit down with the other side on this until a date after
that date?
And I'm not really interested. You know, this
schedule was much longer than I contemplated. But you all
agreed to it and submitted it to me by stipulation. It
appeared you all thought it would work.
I'm not interested in September 7 of 2012 becoming
September 7 of 2013.
MR. WITTELS: We need or I would propose, I don't know
the defendants' position, we haven't had an opportunity to
confer with them.
THE COURT: Well with all due respect counsel, why
not?
MR. WITTELS: Well we have a meeting scheduled for
SOUTHERN DISTRICT REPORTERS, P.C.
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Friday which is why not, your Honor. We were to do that on
Friday. We didn't come down here today with any particular
agenda.
THE COURT: Get to the point.
MR. WITTELS: We'd ask for two weeks. To push back
this schedule.
THE COURT: Ain't happening.
MR. WITTELS: It won't materially affect -THE COURT: It's not happening.
MR. WITTELS: Two weeks, your Honor, doesn't seem -THE COURT: Two weeks on this one, which means two
weeks on the next one, and the next one, and the next one.
MR. WITTELS: It only -- your Honor, a two-week
adjournment doesn't really cause any material change in the
ultimate outcome here. Something that's pushed two weeks
from -THE COURT: Are you saying you're going to push
everything, or you're going to find -- getting those two weeks
back somewhere else in the process?
MR. WITTELS: The proposal would be to push
everything.
THE COURT: Yes, of course. Because delay somehow -I could swear you're sitting at the plaintiffs' table but you
don't seem to want too move this case anymore.
This is fine. Democracy has its limits. You all
SOUTHERN DISTRICT REPORTERS, P.C.
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figure it out.
Bring however many members of your team you need.
No "I'm going to confer with somebody else."
I'll see you Monday, May 7 at 9:30.
You all figure out how you're going to fix this.
But that's as far as I'm willing to give you. And I'm
only willing to give you that because I'm on trial all of next
week.
MR. ANDERS: Your Honor to confirm plaintiffs are
still going to review those 3300, remove whatever -THE COURT: Let's set a trigger date. How soon can
you redo the 3300 on the plaintiffs' side?
MR. WITTELS: Next Thursday, your Honor.
THE COURT: No. Come on. Okay. So much for
democracy.
MR. WITTELS: Wednesday, your Honor?
THE COURT: No. Monday of next week you're going to
give the new list. Have fun this weekend guys. You're going
to give the new list Monday at 9:30. You're going to give it
to Mr. Anders. He is going to have until Thursday of next week
at 9:30 to review. And you all are going to get together not
only this Friday but a week from Friday and workout whatever
you can workout. And I will see you May 7 at 9:30.
And in addition the list that you have talked about of
duplicates are going to be given to them by five -- make it
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6:00 p.m. today.
MR. WITTELS: Your Honor the plaintiffs are being
obliged to provide a list of the inconsistencies of the ones
we've just had an opportunity to look at.
THE COURT: Yes.
MR. WITTELS: Are you going to instruct the defendants
under the same fairness issue -THE COURT: If anyone finds inconsistencies during the
review you will share that and any solution with the other
side.
You have the darn list. You want to say even though
I've got a partial list, I don't want to give it to the other
side. Now do you want to explain to me the reasoning behind
that other than obstructionism?
MR. WITTELS: No, your Honor.
We will turn over the list. There is no problem with
that. We only have a partial list of the things that we
identified.
We're asking that defendants, since they put us to the
expense and burden of looking at documents that are coded
relevant and irrelevant, that they be ordered to relook at
their documents as we've been ordered to relook at ours and
produce a list to us of all the documents and explain why those
documents -THE COURT: If they discover, in going through this,
SOUTHERN DISTRICT REPORTERS, P.C.
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that there are any duplications and that they need to
re-categorize either a relevant document as not relevant or
vice versa, they will supply you that information as soon as
they have it, within -MR. WITTELS: Can it be under the timetable we've been
put under, under Monday at 9:00 a.m.?
MR. ANDERS: Your Honor plaintiff is asking us to
rereview the fifteen thousand documents that were initially
reviewed.
THE COURT: I assume this can be done on a computer
review, no? I mean isn't this a dupe -- de-duping issue or
partial de-duping?
MR. ANDERS: Well again, your Honor, I'll talk to our
vendor about it. I was told that the set was de-duped the way
their system can de-dupe documents. However there still will
be certain duplicates based on, again -- different e-mails have
the same attachment. That attachment is part of that e-mail.
So that will appear multiple times. That won't get de-duped
out.
THE COURT: All right. But does that mean that the
e-mail in that example was nonresponsive but the attachment
made it responsive or what?
MR. ANDERS: Well, your Honor, an example would be
when we did this -- the C set review did not include families.
It was simply the documents that were hit as a result of our
SOUTHERN DISTRICT REPORTERS, P.C.
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keyword searches, or plaintiffs' keyword searches, or random
sampling. So we will have attachments without the e-mails as
part of the C set generation.
When we do the final review, we will review the entire
family for the final production.
So, yes, your Honor, there could be -- we could have
just looked at an attachment because that's how it was
presented as part of a keyword search.
THE COURT: Okay. Whatever.
If you find anything, you'll tell them. I'm not
requiring you to rereview the total fifteen thousand.
MR. BRECHER: Judge, if I may, I know you have another
conference. Just one other quick issue. Relates to the
privilege log.
We have agreed that the parties do not need to log on
a privilege log any of the privilege responsive documents that
were -- that existed after the commencement of the lawsuit.
They've taken the position, however, that we need to
log documents after the filing of the EEOC charge. And our
position is that once the commencement of the case, and that we
shouldn't have to log, for the same reasons you don't log -THE COURT: How many documents are we talking about
that fit in that category?
MR. BRECHER: Out of the thousands of documents
that -- so far I think it was about two hundred -- is it 209?
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MR. ANDERS: 210.
MR. BRECHER: There were 210. The second issue is
they want us to log nonrelevant documents.
So if a document is a -- let's say an e-mail between
general counsel and the president regarding an issue unrelated
to this case, they want us to log nonresponsive e-mails. And
our position is the rules don't require that. And we don't see
any basis for making us take the time and expense and burden of
logging nonresponsive privilege documents but they've asked us
to do that.
THE COURT: As to the relevant ones -- well, let me
hear from plaintiffs.
MS. NURHUSSEIN: Thank you, your Honor.
I just want to address the issue as far as the timing
of the documents that are being logged first.
The only thing -- there is no authority for MSL's
position that they don't have to log documents that precede the
filing of the complaint. The only thing defense counsel appear
to rely on, at least in our communications -THE COURT: How about a certain level of common sense
and the Faccio or Redgrave article on wasting time.
But if we're talking two hundred documents, do the log
at this point. Let's see what happens. Do the log for that
two hundred or 209. A fairly simple one that the computer can
spit out. To, from, you know, subject, re, whatever.
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MR. BRECHER:

I may have misspoke.

The nonrelevant

are 210.
THE COURT: How many are the relevant ones?
MR. BRECHER: I think we've only had to log maybe 29
relevant documents.
THE COURT: So log the 29.
As to the nonrelevant.
MS. NURHUSSEIN: Yes, your Honor. The reasoning
behind that is, as you know, there are obviously disputes in
terms of the relevancy determinations and because -THE COURT: Let's assume -- first of all, you're going
to work the relevance out for the nonprivilege documents.
Let's assume they're wrong and one of these 209 is relevant.
You're not going to get it anyway unless you break the
privilege. As long as -- and are these mostly with outside
counsel or with inside counsel?
MR. BRECHER: I would say a mix.
THE COURT: Any with outside counsel you don't have to
log.
As to in-house counsel, at this stage of the
litigation, what do you gain by this?
Plaintiffs?
I mean this is a cost/benefit analysis.
MR. BRECHER: Judge, we think it's consistent with the
local Rule 26.2, with Rule 1 and with Rule 26(b)(5).
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MS. NURHUSSEIN: Your Honor, our concern is
specifically when we're dealing with an ESI protocol -THE COURT: What's the difference? If this wasn't a
an ESI protocol, you would never get a privilege log for
nonrelevant documents.
MS. NURHUSSEIN: Our concern, your Honor -THE COURT: If you can't figure out with the fifteen
thousand nonprivilege documents what is going on, I guess my
question is this. Paralegal. Two hundred documents. You want
to pay for it on the plaintiffs' side?
My inclination is there is no reason to log it. You
want it logged, this is one of the cases where I'll consider a
checkbook discovery.
You want to pay for it?
MS. NURHUSSEIN: Your Honor, we don't think -THE COURT: That's a yes or no.
MS. NURHUSSEIN: No, your Honor. We don't think we
should have to pay for that.
THE COURT: Fine. They don't have to be logged.
MR. BRECHER: Thank you, your Honor.
MR. EVANS: Paul Evans for Publicis. I have a
conflict on May 7. But I don't think there's any need for me
to be here at that hearing, if I can be excused.
THE COURT: You managed to almost get off today
without saying anything. Let me just ask you one question.
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MR. EVANS: Yes, your Honor.
THE COURT: And that is: Is the discovery ongoing and
on track for the new cutoff of June 18 as far as you're
concerned?
MR. EVANS: It is, your Honor. We met and conferred
with the plaintiffs yesterday. We have a deposition scheduled
for June 6.
Publicis has produced supplemental discovery of April
2, and we're working out remaining issues with the plaintiffs
at this time.
THE COURT: Plaintiffs agree?
MS. NURHUSSEIN: Yes, your Honor. That's accurate.
THE COURT: Okay.
The June 18 deadline is not likely to be extended.
We're going to get the Publicis issue briefed so that we can
figure out if they're in or out.
MS. NURHUSSEIN: Your Honor, the only thing I would
add is, as Mr. Evans pointed out, there are some -- we are
still waiting for some documents. So there are some
outstanding disputes that we are in the process of working them
out. We, obviously, will try our best to meet the deadline.
THE COURT: No. You will meet the deadline. The
deadline is nonmovable. If you have problems with them, either
Mr. Evans will send a colleague, if you want to resolve this in
the hour-and-a-half I'm now setting aside for your conference
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on Monday, May 7, or you can decide what date makes sense and
we'll have a conference dealing with the Publicis issue.
The June 18 deadline is not going to be extended
again. It's been extended once. Let's decide if they're in
the case or not in the case. Got it.
MS. NURHUSSEIN: Yes. I understand, your Honor.
THE COURT: Very good.
Anything else?
MS. BAINS: Your Honor, yes.
On the ESI protocol there's a couple issues.
There are several documents that were marked either
nonresponsive or responsive that have the statement the -something like this message -THE COURT: Your senior lawyer told me a minute ago
that you needed more time to work things out with the other
side. My 3:00 conference is ready. Is this something that
needs to be decided today?
MR. WITTELS: That's fine, your Honor. The defendants
have stood up and made multiple requests of your Honor about
things that we were not here to discuss and you allowed them to
do it. We didn't want -THE COURT: Counsel.
MR. WITTELS: I'm not interrupting, your Honor. Yes.
THE COURT: You're not?
MR. WITTELS: No, I'm not. I wasn't finished -SOUTHERN DISTRICT REPORTERS, P.C.
(212) 805-0300
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THE COURT: Remember I judge credibility. You're not
doing well with that last statement. Interrupting me with the
words I'm not interrupting you.
However, I want to be fair to you. So you can sit
around. When I'm done with the 3:00 we'll take more issues.
Sorry for the defendants. Sit in the back. We're going to
deal with the -- Alli case.
MR. WITTELS: Well your Honor we can bring them up
with them when we meet with them.
THE COURT: Counsel which is it you want? You're
complaining I'm being unfair to you. So now I say I'll hear
you more and you don't want to do it.
MR. WITTELS: Your Honor, you've given us until 6:00
to give them things.
THE COURT: You can have until 8:00 to give them the
list.
MR. WITTELS: Your Honor why don't we -THE COURT: Whatever you want. A minute ago you said
I was being unfair to you by not letting you do more. I'm
letting you do more. I can't win with you. Tell me what you
want, Mr. Wittels. Either choice. I can deal with you after
the 3:00 conference or we can hold it until May 7.
MR. WITTELS: We'll try to deal with the defendants if
possible. If we can't work it out, we'll bring it to your
Honor on May 7.
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THE COURT: Excellent.
Both sides are required to purchase the transcript.
The usual rules apply. That is the Court's ruling.
If you are taking objections to Judge Carter you know
the drill. The 14 days begins running immediately regardless
of how soon you get the transcript.
Quickly make your arrangements with the reporter.
Folks on Alli move on up.
(Adjourned)
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TONY R. MOORE, CLERK
WESTERN DISTRICT OF LOUISIANA
LAFAYETTE, LOUISIANA

UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF LOUISIANA

In Re: Actos (Pioglitazone) Products
Liability Litigation
This Document Applies to:
All Cases

)
)
)
)
)
)
)
)
)
)
)

MDL NO. 6:11-md-2299
JUDGE DOHERTY
MAGISTRATE JUDGE HANNA

CASE MANAGEMENT ORDER:
PROTOCOL RELATING TO THE PRODUCTION OF
ELECTRONICALLY STORED INFORMATION ("ESI")

Pursuant to the agreement reached between the Plaintiffs and Defendants herein, this
Court enters the following Order concerning the production of electronically stored information
in these proceedings:
A.

Scope
1.

General.The procedures and protocols outlined herein govern the production of

electronically stored information ("ESI") by the Parties. Section E titled "Search Methodology
Proof of Concept" applies only to the predictive coding and advanced analytics sampling
procedure as outlined in that Section. Sections A through D and Sections F through J apply
throughout the pendency of this litigation. This Order governs all parties to these proceedings,
whether they currently are involved or become so in the future. The Parties to this protocol
("Protocol") will take reasonable steps to comply with this agreed-upon Protocol for the
production of documents and information existing in electronic format. All disclosures and
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productions made pursuant to this Protocol are subject to the Privilege Protocol and Protective
Order entered in this matter.
2.

Limitations and No-Waiver.The Parties and their attorneys do not intend by this

Protocol to waive their rights to the attorney work-product privilege, except as specifically
required herein, and any such waiver shall be strictly and narrowly construed and shall not
extend to other matters or information not specifically described herein. All Parties preserve
their attorney client privileges and other privileges and there is no intent by the protocol, or the
production of documents pursuant to the protocol, to in any way waive or weaken these
privileges. All documents produced hereunder are filly protected and covered by the Parties'
confidentiality agreements, and order(s) of the United States District Court, as well as any
clawback agreements, and protective order(s) of the United States District Court effectuating
same.
B.

ESI Preservation
1.

The Parties have issued litigation notices to those identified as most likely to have

discoverable information.
C.

Sources

1.

While Defendants' fact gathering is ongoing, the following are data sources

identified to date that are most likely to contain discoverable information. Defendants agree to
provide additional discovered data sources likely to contain relevant information. Defendants
agree to provide information about the data sources to the extent applicable and known in
addition to that found in the subparagraphs below, including the date range of information
contained in the data source, the department(s) utilizing the data source, whether the data source
is hosted internally or externally, and the database type.
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Adverse Event Database
Labeling and promotional materials management
system
Regulatory document management system
Galaxy
Product information request database
MEDlsource
Field sales call database
T-Rx
TSARS (or "S Drive") Takeda Statistical Analysis and Repository System
Clinical Science Liaison database
T-Track
Research grant management system
IRIS
Clinical Science Liaison education resources
LARC
database
Product sample management database
Sample Guardian
Takeda Educational Grant management system
TEG
Publications management system .
PubBase
Records Management Records Operation Center ("ROC") information
system
System

ARISg
BLUE

a.

ARISg:ARISg is an adverse event database. It contains infonnation that

the Pharmacovigilance department at TRGD U.S. receives regarding adverse events related to
Takeda drugs, including adverse event reports ("AERs") received from, without limitation,
physicians, patients, clinical trials, medical literature, and foreign entities. ARISg is the software
used for this database, which is sometimes called T-Gaea within Takeda. It has been in effect
since 1999.
b.

BLUE:This database is used by the Marketing department in the approval

process for promotional materials. It contains a labeling module and a module for promotional
pieces and marketing campaigns. BLUE has been active from April 2008 to present. The
vendor is Schawk Blue.
c.

Galaxy:Galaxy is a document repository system used by the Regulatory

depaitment containing components of regulatory submissions to the Food and Drug
Administration. It went into production in 2009.

{L0210836.3}
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MEDlsource:This data system is used by the Medical Information and

Quality Assurance departments to capture and respond to product information requests and nonmedical product complaints. It has a Siebel component that documents the intake of requests for
information from physicians and provides a response; a Documentum system with standard
response and customer response letters; and Info Maestro which pulls information from the
standard response letter and from the Sieble system to create the response letter to an individual
physician.
e.

T-Rx:This database contains information regarding U.S. commercial field

f.

TSARS(or "S Drive"): This is Takeda's Statistical Analysis and

sales calls.

Repository System and is a Unix centralized repository used to manage Clinical and research
data. It is used by the Analytical Science department. It contains clinical SAS data sets and
programs used to analyze those data sets for purposes of final submission reports — tables,
listings, and graphs.
g.

T-Track:This database is a customized application of Seibel's Customer

Relationship Management system for use by Takeda's field based Clinical Science Liaisons.
h.

IRIS:This system is used by Takeda for the intake and processing of

external research grant requests. It is a vendor hosted system (SteepRock is the vendor). It was
implemented within the last five years.
i.

LARC:This database includes articles, presentations, and publications

related to Takeda products and the therapeutic areas they address. Quosa is the vender for this
database. It is accessible by Clinical Science Liaisons in their respective therapeutic areas.
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Sample Guardian: This database contains product sample management

data regarding sample transactions and inventory reconciliations.
k.

TEG: Takeda Educational Grant database is used for education grant

request management.
1.

PubBase: PubBase is a Documentum-based system used for the

management and storage of publication documents.
m.

Records Management System: This data source is used by the Records

Operations Center ("ROC"), where physical records are maintained.
D.

Custodians
1.

The following are custodians who have been identified as most likely to have

information relevant to this litigation. For these custodians, data is being pulled from e-mail,
computer hard drives, and physical files that are in the possession, custody, and control of
Takeda. Investigation is ongoing by both Parties as to potential additional custodians at Takeda
(including potential Japanese custodians) and Eli Lilly and Company. Current key custodians
include:
1.
2.

Baron, David
Spanheimer, Robert

3.
4.
5.
6.

Greeby, Jennifer
Recker, David
Paris, Maria
Gen-its, Charles

7.
8.

Johnston, Janet
Thom, Claire

9.
10.

Daly, Rich
Perez, Alfonso

{L0210836.3}

Vice President, NonClinical Safety/Efficacy
Vice President, Medical and Scientific
Affairs
Director, Marketing (Diabetes)
Senior Vice President, Clinical Science
Former Vice President, Pharmacovigilance
Former Senior Director,
Pharmacoepidemiology
Associate Director, Safety Surveillance
Former Vice President, Research and
Development
Fanner Vice President, Marketing
Vice President, Clinical Science Strategy
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11.
12.
13.
14.
15.

Ortell, Una
Orlando, Dan
Lee, Jessie
Cuomo, Maryann
Weisbrich, Shay

16.
17.

Kupfer, Stuart
Ramstack, Mary

18.
19.

Roebel, Mick
Lorenz, Janet

20.

Pritza, Mary Jo

21.
22.

Caracci, Mike
Tynan, Julie

23.

Hull, Andy

24.

Fusco, Gregory

25.
26.
27.

Caggiano, Christopher
Ryan, D'Arcy
Khan, Mehmood

28.
29.

Harris, Thomas
Trochanov, Anton

E.
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Director, Promotion and Advertising
Former Vice President, Sales
Manager, Regulatory Affairs Strategy
Associate Director, Regulatory Labeling
Vice President, Franchise Leader (Former
Director, Marketing)
Vice President, Clinical Science
Sr. Director, Strategic Project Planning and
Management
Sr. Director, Regulatory Affairs
Associate Director, Regulatory Affairs,
Promotion and Advertising
Former Associate Director, Regulatory
Affairs
Former Director, Marketing
Assistant Project Director, Strategic Project
and Planning Management
Vice President, Alliance Management
(former Vice President, Marketing)
Sr. Medical Director,
Pharmacoepidemiology and Analysis
Sr. Product Manager, Diabetes Marketing
Former Director, Marketing
Former Sr. Vice President, Medical and
Scientific Affairs
Vice President, Regulatory Affairs
Associate Medical Director,
Phannacovigilance

Search Methodology Proof of Concept
1.

General. The Parties have discussed the methodologies or protocols for the

search and review of ESI collected from Takeda sources, including but not limited to e-mail, and
the following is a summary of the Parties' agreement on the use of a search methodology proof
of concept to evaluate the potential utility of advanced analytics as a document identification
mechanism for the review and production of this data. The Parties agree to meet and confer
regarding the use of advanced analytics for other data sources. While the Parties agree to
explore the use of advanced analytics as a technique to ensure appropriate responses to discovery
{L0210836.3}
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requests, the Parties agree that Defendants retain the right to review documents after predictive
coding but prior to production for relevance, confidentiality, and privilege. A sampling of
documents withheld after such review will take place pursuant to Section E.10.
2.

General Overview of Advanced Analytics/Predictive Coding Process.Takeda

utilizes software provided by Epiq Systems ("Epiq") to search and review ESI for production in
this case. Epiq uses Equivio's Relevance software for advanced analytics and predictive coding.
Epiq will collect e-mail documents from four key Takeda custodians, which will be
combined to create the "sample collection population." The Parties will meet and confer to
determine the names of the four custodians. Additionally, Takeda will add a set of regulatory
documents which haVe already been collected to the "sample collection population." Takeda and
Plaintiffs will each nominate three individuals ("the experts") to work collaboratively at the
offices of Nelson Mullins, 1320 Main Street, Columbia, SC 29201 to train the Equivio
Relevance system. Plaintiffs' experts will execute a Nondisclosure and Confidentiality
Agreement in the form attached as Exhibit A hereto. To the extent that Plaintiffs' experts are
exposed to information that would be subject to withholding or redaction under the Protective
Order in this matter, Plaintiffs' experts agree not to disclose such information to co-counsel,
client, any Party, or any third party without obtaining prior written consent of the other Party
regarding the particular piece of information sought to be disclosed. Before the meeting, the
Parties shall be provided a copy of the applicable Equivio training documents, handbook, or
manual. The Parties' experts will receive technical training on the Equivio Relevance software
and coding process and will work together to make one relevance decision for documents in the
Control and Training sets, as described in more detail below.
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The Parties will review a number of documents required by the Equivio Relevance
system for the data to reach Stability as described below. Once Stability is reached, the Control
and Training sets are then used to begin the predictive coding process. Using the Control and
Training documents, the system calculates relevance scores for the entire sample collection
population, with each document in the sample collection population receiving a relevance score
of 0 through 100.
Attorneys representing Takeda will have access to the entire sample collection population
to be searched and will lead the computer training, but they will work collaboratively with
Plaintiffs' counsel during the Assessment and Training phases. Takeda's experts will conduct an
initial review of documents presented by the Equivio Relevance system for privilege. The
privileged documents will be either entirely withheld from viewing by Plaintiffs' experts or
printed and redacted. A privilege log for such documents will be provided. The Parties, after
review of the privilege log, reserve the right to require that such documents be deemed as "skip"
(same as designation used for technical problem documents). Otherwise, these documents may
still be used to train the system. Both Parties will then review all of the non-privileged
documents during the training process (i.e., both documents coded as relevant and irrelevant).
The Parties' experts will review the documents in collaboration and determine the coding to be
applied to the documents. To the extent the Parties disagree regarding the coding of a particular
document or designation of privilege, they will meet and confer in an effort to resolve the dispute
prior to contacting the Court for resolution.
At the conclusion of the training process and upon calculation of relevance scores, the
Parties will meet and confer regarding which relevance score will provide a cutoff for documents
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to be manually reviewed by defense counsel for production. However, the Parties reserve the
right to seek relief from the Court prior to the commencement of the final manual review.
At the recommendation of Epiq, no seeding will take place at this time. The Parties may
meet and confer if it is determined that seeding may be applicable at a later date.
Plaintiffs' experts and counsel shall not remove any of the Control or Training documents
from the offices of Nelson Mullins, nor shall they be allowed to copy such documents. The
Parties agree that Defendants do not waive protection of trade secret or confidential information
in allowing Plaintiffs to review documents under this sampling mechanism. All documents
reviewed pursuant to this sampling protocol shall be done under the Protective Order in this
matter as well as any Privilege Protocol or clawback agreement that shall be reduced to an order
acceptable to the Court.
3.

Relevance Tags. The Parties agree that as part of the Assessment and Training

phases, all of the non-privileged and privilege-redacted documents reviewed by both parties'
experts will be categorized as relevant, not relevant, or skip (to be used for documents with
technical problems). The privileged-withheld documents will be categorized by Defendants'
experts as relevant, not relevant, or skip, subject to the Parties' right to have any privilegedwithheld documents categorized as a "skip." The Parties shall immediately discuss any
disagreements on coding in good faith, so that the training may be improved accordingly, and
may seek guidance from the Court or the Court appointed special masters if necessary.
4.

Collection & Data Preparation. The Parties will meet and confer to agree upon

the four custodians that will be selected for the sampling. E-mail and attachment documents will
be collected from the four custodians and added to the collected regulatory documents, together
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comprising the sample collection population. Documents may be removed from the sample
collection population if they are:
a.

Spam,

b.

Commercial e-mail,

c.

Files without text,

d.

Exact duplicates within the custodians (see Section G.6 regarding

production of infonnation for duplicate documents), and
e.

System files, etc. (i.e., the documents that the samples will be selected

from will be de-NISTED)
Epiq will extract the sample collection population documents' text and build an index.
5. Assessment Phase. The Equivio Relevance software generates an initial simple
random sample of 500 documents from the sample collection population. Takeda's experts will
initially review the documents for privilege. Any documents deemed privileged by Takeda's
experts will be either entirely withheld from viewing by Plaintiffs' experts or printed and
redacted prior to viewing by Plaintiffs' experts, and logged on a privilege log consistent with the
Privilege Protocol in this matter. These documents may still be used to train the system. To the
extent the Parties disagree regarding the privilege decision for a particular document, they will
meet and confer in an effort to resolve the dispute prior to contacting the Court for resolution.
The Parties' experts will then work collaboratively to determine the relevance of the nonprivileged and privilege-redacted documents. The relevance of the privileged-withheld
documents will be determined by Defendants' experts. The documents reviewed in the
Assessment Phase make up the Control Set. The Control Set is used for estimating richness
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(percentage of relevant documents in a population), and also serves as a reference point for
calculating recall and precision.
a.

The application's estimates of richness use a confidence level of 95%.

The initial Control Set of 500 documents yields a confidence estimation of richness with an error
margin of plus or minus 4.3%. This is a worst-case error margin assuming richness of 50%. For
lower levels of richness, the error margin will also be lower. For example, for richness of 10%,
the error margin would be plus or minus 2.6%, while for 5%, the error margin would be plus or
minus 1.9%.
b.

The Control Set also creates a basis for calculating recall and precision,

which are then used for monitoring training progress and calculating results.
c.

Equivio Relevance tracks the progress of the Assessment Phase to achieve

the appropriate level of statistical validation. These levels of validation are referred to in the
Equivio system as "Baseline," at the lowest level, through "Statistical," at the highest level. The
terms "Baseline" and "Statistical" are used by Equivio Relevance as indicators to the user as to
the progress of the Assessment Phase. The validation level achieved depends on the number of
relevant documents found by the user in the Control Set. At the "Baseline" level, the number of
relevant documents in the control set is too low to allow statistically valid estimates of recall and
precision. The Parties will ensure that the number of Control Set documents reviewed will reach
the "Statistical" level.
d.

For informational pm-poses, the "Statistical" level of validation in Equivio

requires the presence of at least 70 relevant documents in the Control Set. For document
collections with richness of 14% and above, a Control Set of 500 documents is sufficient to reach
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the "Statistical" level of validation. For lower levels of richness, additional documents will need
to be reviewed in the Assessment Phase in order to reach the "Statistical" level.
e.

Based on a confidence level of 95%, the Statistical level of validation

yields an error margin on recall estimates of plus or minus 11.7%. This is a worst-case error
margin assuming recall of 50%. The Parties will continue the Assessment Phase, beyond the
"Statistical" level, until the Control Set contains at least 385 relevant documents. This sample
will yield an en-or margin on recall estimates of plus or minus 5%.
6.

Iterative Training Phase. Following the creation of the Control Set at the

Statistical validation level, the Equivio Relevance system selects a random sample of forty
documents. Takeda's experts will initially review the forty documents for privilege. Any
documents deemed privileged by Takeda's experts will be either entirely withheld from viewing
by Plaintiffs' experts or printed and redacted prior to viewing by Plaintiffs' experts, and logged
on a privilege log consistent with the Privilege Protocol in this matter. These documents may
still be used to train the system. The Parties' experts will then work collaboratively to determine
the relevance of the non-privileged and privilege-redacted documents. The relevance of the
privileged-withheld documents will be determined by Defendants' experts, subject to the Parties'
right to have any privileged-withheld documents categorized as a "skip" and not included in the
training. To the extent the Parties disagree regarding the relevance or privilege decision for a
particular document, they will meet and confer in an effort to resolve the dispute prior to
contacting the Court for resolution.
a.

Once the experts have completed the first Training Set, the Equivio

Relevance system calculates the Training Status. The three possible states are "Not Stable,"
"Nearly Stable," or "Stable."
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The experts continue to review samples of forty documents each, using the

process outlined in paragraph 6 above, until the Stable Training Status is reached.
c.

The subsequent samples of forty documents are selected using an Active

Learning approach. Active Learning means that each training sample is selected based on what
has been learned from previous samples. The object is to maximize the sample's contribution to
the training process. Therefore, the system chooses samples that provide comprehensive
coverage of the population (reducing under-inclusiveness); while fine-tuning the concept of
relevance that the Classifier is developing (reducing over-inclusiveness). The system reaches
Stability when the marginal contribution of additional samples to the enhancement of the
Classifier approaches zero, as determined by the Equivio software and which determination
(Stability) is not configurable.
7.

Calculation of Relevance Scores. Upon completion of the Training Phase once

Stability is reached, and any related meet and confer sessions and agreed upon coding
corrections, the Equivio Relevance system will run over the sample collection population and
calculate relevance scores for each document in the sample collection population. Each
document in the sample collection population receives a relevance score of 0 through 100, with 0
being least likely to be relevant and 100 being most likely.
8.

Final Search, Review, and Production of Sample Collection Population

Documents. The Parties will meet and confer regarding which relevance score will provide a
cutoff that will yield a proportionate set of documents that will be manually reviewed by Takeda
for production. All of the documents above the agreed upon relevance score in the sample
collection population will be reviewed by Takeda. Documents found by Takeda's review to be
relevant and non-privileged documents will be produced to Plaintiffs.
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Quality Control by Random Sample of h-relevant Documents.In addition, at the

conclusion of the process described above, and prior to generating the review set, the Parties will
collaboratively review at the offices of Nelson Mullins in Columbia, SC a random sample of
documents in the sample collection population with relevance scores below the cut-off score set
for establishing the review set (aka the "Rest"). These documents are flagged for culling, and
will not be included in the review set. In Equivio Relevance, this test is referred to as "Test the
Rest." The purpose for this phase is to verify that the Rest contains a low prevalence of relevant
documents and that the proportionality assumptions underlying the cut-off decision are valid.
a.

The Test the Rest sample is designed to provide a confidence level of

95%. The default sample size is 500 documents. The margin of error depends on the percentage
of relevant documents in the Rest. For example, if 5% of the Rest documents are found to be
relevant, the margin of error is 1.9%. If 1% are relevant, the margin of error is 0.8%.
b.

Takeda's experts will initially review the Rest sample documents for

privilege. Any documents deemed privileged by Takeda's experts will be either entirely
withheld from viewing by Plaintiffs' experts or printed and redacted prior to viewing by
Plaintiffs' experts, and logged on a privilege log consistent with the Privilege Protocol in this
matter. The Parties' experts will then work collaboratively to determine the relevance of the
non-privileged and privilege-redacted documents. The relevance of the privileged-withheld
documents will be determined by Defendants' experts, subject to the Parties' rights to have any
privilege-withheld document categorized as a "skip" for purposes of the Test the Rest sample.
To the extent the Parties disagree regarding the relevance or privilege decision for a particular
document, they will meet and confer in an effort to resolve the dispute prior to contacting the
Court for resolution.
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Sampling of Documents Not Produced After Predictive Coding. After the

predictive coding process completes, and Takeda's counsel reviews and produces documents
from the sample collection population consistent with paragraph 8, the Parties will
collaboratively review at the offices of Nelson Mullins in Columbia, SC a random sample of
documents above the agreed-upon cutoff relevance score that were withheld from production on
relevance grounds. The Parties agree to meet and confer regarding an appropriate sample size.
a. Takeda's experts will initially review the sample documents for privilege.
Any documents deemed privileged by Takeda's experts will be either entirely withheld from
viewing by Plaintiffs' experts or printed and redacted prior to viewing by Plaintiffs' experts, and
logged on a privilege log consistent with the Privilege Protocol in this matter. The Parties'
experts will then work collaboratively to determine the relevance of the non-privileged and
privilege-redacted documents. The relevance of the privileged-withheld documents will be
determined by Defendants' experts, subject to the Parties' rights to have any privilege-withheld
document categorized as a "skip" for this purpose. To the extent the Parties disagree regarding
the relevance or privilege decision for a particular document, they will meet and confer in an
effort to resolve the dispute prior to contacting the Court for resolution.

11.

Post-Predictive Coding Sampling Meet and Confer.The Parties shall meet and

confer in good faith to resolve any difficulties and finalize the method for searching documents
on a going forward basis. To the extent that the Parties cannot agree, they shall apply to the
Court for relief. Defendant shall not be required to proceed with the final search and review
unless and until objections raised by either Party have been adjudicated by the Court or resolved
by written agreement of the Parties. The Parties reserve the right to request a meet and confer
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regarding the designation of any document as a "skip" for purposes of the control sample,
training, or Test the Rest, if agreement carmot be reached.

F.

Costs
1.

Takeda reserves its right to seek relief from the Court (e.g., a cost shifting award

and pursuant to the principles of proportionality).

See Fed. R. Civ. P. 1, 26(b)(2)(C),

26(b)(2)(B), & 26(g); Electronic Discovery, 11 Sedona Conf. J. 289 (2010); see also Fed. R.
Evid. 403 (inadmissibility of cumulative evidence).
2.

Plaintiffs agree to bear all of the costs associated with their compliance with the

terms of this protocol. Plaintiffs agree to bear all of the costs associated with the receipt and
review of ESI produced hereunder including the costs associated with its ESI experts who will be
involved with Plaintiffs in all aspects of this ESI protocol.
G.

Format of Production For Documents Produced by Defendants
1.

TIFF/Native File Format Production.Documents will be produced as single-page

TIFF images with corresponding multi-page text, native file format document if applicable under
paragraph-G.2, and necessary load files. Native files, along with all con-esponding metadata,
will be preserved. TIFF images will be of 300 dpi quality or better. The load files will include
an image load file as well as a metadata (.DAT) file with the metadata fields identified below on
the document level to the extent available.
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Definition

Doc
Type

Field

Summation
(Florida)

1

SOURCE

SOURCE

2

CUSTODIAN

CUSTODIAN

3

CUSTODIANAPPEN CUSTODIANAPPENDM Name of Takeda person or All
non-human data source
DMULTI
ULTI
from where duplicate
documents/files were
suppressed. "Where
redundant names occur,
individuals should be
distinguished by an initial
which is kept constant
throughout productions
(e.g., Smith, John A. and
Smith, John B. Where data
is collected from an
archive, the archive will be
listed as custodian.

4

CUSTODIAN ID
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CUSTODIAN ID

Name of
All
party
producing the document
Name of person or nonAll
human data source from
where documents/files are
produced. **Where
redundant names occur,
individuals should be
distinguished by an initial
which is kept constant
throughout productions
(e.g., Smith, John A. and
Smith, John B. Where data
is collected from an
archive, the archive will be
listed as custodian.

Each CUSTODIAN from All
#2 or 3 above will be
assigned a unique
numeric identifier that
will be maintained
throughout productions.
Where data is collected
from an archive, the
archive will be listed as
custodian.

17

case 3:12-md-02391-RLM-CAN document 346-15

Field

filed 04/04/13 page 19 of 27

Summation
(Florida)

5

BEGBATES

BEGDOC#

6

ENDBATES

ENDDOC#

7

PGCOUNT

PGCOUNT

8
9

FILESIZE
APPLICAT

FILESIZE
APPLICAT

10

FILEPATH

FILEPATH (for Edocs) File source path for
electronically collected
documents other than
emails, which includes
location, file name, and
file source extension.

11

RELATIVE PATH
APPEND

RELATIVE PATH
APPEND (for Edocs)

12

NATIVEFILELINK

DOCLINK

13

TEXTPATH

LOGFILE or
FULLTEXT

14

MSGID

MSGID

Value extracted from
parent message during
processing

Email

15
16
17
18

FROM
TO
cc
BCC

FROM
TO
cc
BCC

I mail
mail
I mail
I mail

19
20

SUBJECT
PARENTBATES

SUBJECT
PARENTID

Sender
Recipient
Additional Recipients
Blind Additional
Recipients
Subject line of email
BeginBates number for
the parent email of a
family (will not be
populated for documents
that are not part of a
family)
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Field

Beginning Bates
Number (production
number)
End
Bates Number
(production number)
Number of pages in the
document
File Size
Commonly associated
application for the
specified file type.

•1
•1
•1
•1
•1

docs

docs
File source path for
duplicate electronically
collected documents other
than emails, which
includes location, file
name, and file source
extension.
For documents provided •i • 1
native format only
File path for OCR or
•1
Extracted Text files

18
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Field

Summation
Florida)

21

ATTACHBATES

ATTACHID

22

BEGATTACH

23

ENDATTACH

24

ATTACHCOUNT

25

ATTACHNAME

26

DATESENT
(mm/dd/yyyy
hh:mm:ss AM)
DATERCVD
(mm/dd/yyyy
hh•mm•ss AM)
EMAILDAT SORT
(mm/dd/yyyy
hh•mm•ss AM)

27

28

Field
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Definition

Doc
Type

Bates number from the
Email
first page of each
attachment
(will be provided from First Bates number of
Email
family range (i.e. Bates
ATTRANGE)
number of the first page of
the parent email)
(will be provided from Last Bates number of
Email
family range (i.e. Bates
ATTRANGE)
number of the last page of
the last attachment)
ATTACHMENT COUNTNumber of attachments Email
to an email
ATTACHMENT LIST Name of each individual Email
attachment
Email
DATESENT
Date Sent

Email

DATERCVD

Date Received

DATESENT

Sent Date of the parent
Email
email (physically top email
in a chain, I.e.
immediate/direct parent
email)
Type of Outlook item,
Email
e.g.email, calendar item,
contact, note, task

29

Email Outlook Type

Email Outlook Type

30

HASHVALUE

MD5HASH

MD5 Hash Value

All

31

TITLE

DOCTITLE

Edocs

32

AUTHOR

AUTHOR

Title provided by user
within the document
Creator of a document

33
34

DATECRTD
MODIFIED BY

DATECRTD
LAST EDITED BY

Creation Date
has
Person who
modified a document

Edocs
Edocs

35

LASTMODD
(mrn/dd/yyyy

Last Modified Date
LASTMODD
(mrn/dd/yyyy hh:mm:ss
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Field

Summation
(Florida)

36

DocumentType

DocumentType

Descriptor for the type of All
document:
"E-document" for
electronic documents not
attached to emails;
"Emails" for all emails;
"E-attachments" for files
that were attachments to
emails; and "Physicals"
for hard copy physical
documents that have been
scanned and converted to
an electronic image.

37

Importance

Importance

38

Redacted

Redacted

High Importance Email
indicates Priority Email
message.
Descriptor for documents All
that have been redacted.
"Yes" for redacted
documents; "No" for
unredacted documents.

ProdVol

ProdVol

40

Confidentiality

Confidentiality

41

Email folder

Email folder

39

{L0210836.3}

Field

filed 04/04/13 page 21 of 27

Definition

Name of media that data
was produced on.

Doc
Type

All

Wave 00 I - Hard Drive
Indicates if the
All
document has been
designated as
"Confidential" pursuant to
any applicable Protective
Order. "Yes" for
Confidential documents;
"No" for documents that
are not so designated.

Folder in which nonEmail
archive collected email is
stored within the
custodians mailbox, such
as "inbox", "sent",
"deleted", "draft", or any
custom folder.
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42

Field

Summation
(Florida)

Relevance score

Relevance score

a.

Field
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Definition

Doc
Type

Relevance score assigned All
by Equivio for documents
that have been through the
predictive coding process

This list of fields does not create any obligation to create or manually code

fields that are not automatically generated by the processing of the ESI; that do not exist as part
of the original Metadata of the document; or that would be burdensome or costly to obtain.
2.

Defendants will produce spreadsheets (.xls/.xlsx files) and PowerPoint

presentations (.ppt/.pptx files) in native form as well as audio and video files (e.g., mp3 s, ways,
mpegs, etc.), except that spreadsheets and PowerPoint documents will be produced in TIFF
format if redactions are applied. Audio and video files shall be edited if redactions are required,
subject to appropriate identification of any such audio or video files having been edited. In
addition, for any redacted documents that are produced, the documents' metadata fields will be
redacted where required. The Parties will meet and confer regarding a request for the production
of any other materials including documents in native file format.
3.

The Parties agree to meet and confer regarding the format of production for

structured databases.
4.

Appearance.Subject to appropriate redaction, each document's electronic image

will convey the same information and image as the original document, including formatting,
such as bolding, highlighting, font size, italics.

{L0210836.3}
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white. After production, a Party may request that a document be produced in color at which time
the Parties may meet and confer about such production. Documents that present imaging or
formatting problems will be identified and the Parties will meet and confer in an attempt to
resolve the problems.
5.

Document Numbering. Each page of a produced document will have a legible,

unique page identifier "Bates Number" electronically "burned" onto the image at a location that
does not obliterate, conceal or interfere with any information from the source document. The
Bates Number for each page of each document will be created so as to identify the producing
Party and the document number. In the case of materials redacted in accordance with applicable
law or confidential materials contemplated in any Protective Order or Confidentiality Stipulation
entered into by the Parties, a designation may be "burned" onto the document's image at a
location that does not obliterate or obscure any information from the source document.
6.

De-NISTing and Deduplication. Electronic file collections will be De-NISTed,

removing commercially available operating system and application file contained on the current
NIST file list. Defendants will globally deduplicate identical ESI as follows:
a.

Electronic Files: Duplicated electronic files will be identified based upon

calculated MD5 Hash values for binary file content. File contents only will be used for MD5
Hash value calculation and will not include operating system metadata (filename, file dates)
values. All files bearing an identical MD5 hash value are a duplicate group. The document
reviewed by Defendants for privilege, relevance, or confidentiality shall be deemed the primary
duplicate document within the group. Generally, the Defendants shall not remove any of the
objective coding fields listed in paragraph G.1 above, in either primary or duplicate documents.
If redactions are applied to the subject and/or text fields, however, Defendants may apply the

{L0210836.3}
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same redactions to all other documents within the duplicate group. Defendants shall only
produce one document image or native file for duplicate ESI documents within the group. For
Takeda sources, the following metadata fields as described in Section G.1 associated with the
produced document will provide information for duplicate documents not produced:
CustodianAppendMulti and RelativePathAppend.
b.

Messaging Files: Duplicate messaging files will be identified based upon

MD5 Hash values for the message family, including parent object and attachments. The
following fields will be used to create the unique value for each message: To; From; CC; BCC;
Date Sent; Subject; Body; and, MD5 Hash values for all attachments, in attachment order.
Duplicate messaging materials will be identified at a family level, including message and
attachment(s). All files bearing an identical MD5 Hash value are a duplicate group. The
documents reviewed by Defendants for privilege, relevance, or confidentiality shall be deemed
the primary duplicate document within the group. For identified duplicate ESI, the Defendants
shall not remove any of the objective coding fields listed in paragraph G.1 above. If redactions
have been applied to such fields, Defendants may substitute and replace the subject and text
fields with those reviewed by Defendants' counsel for the primary duplicate ESI document for
the other documents within the duplicate group. Defendants shall only produce one document
image or native file for duplicate ESI documents within the group. For Takeda sources, the
following metadata field as described in Section G.1 associated with the produced document will
provide information for duplicate documents not produced: CustodianAppendMulti.
c.

E-mail Threading: The producing Party may identify e-mail threads

where all previous emails which make up the thread are present in the body of the final e-mail in
the thread. Any party electing to use this procedure must notify all receiving parties that e-mail

{L0210836.3}
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thread suppression has been proposed to be performed on a specified production and the Parties
agree to meet and confer regarding the format of this production, and reserve the right to seek
Court guidance on the issue should agreement not be reached.
7.

Production Media. The producing Party may produce documents via a secure file

transfer mechanism and/or on readily accessible, computer or electronic media as the Parties may
hereafter agree upon, including CD-ROM, DVD, external hard drive (with standard PC
compatible interface), (the "Production Media"). Each piece of Production Media will be
assigned a production number or other unique identifying label corresponding to the date of the
production of documents on the Production Media (e.g., "Defendant Takeda Production April 1,
2012") as well as the sequence of the material in that production (e.g. "-001", "-002"). For
example, if the production comprises document images on three DVDs, the producing Party may
label each DVD in the following marmer "Defendant Takeda Production April 1, 2012",
"Defendant MSL Production April 1, 2012-002", "Defendant Takeda Production April 1, 2012003." Additional information that will be identified on the physical Production Media includes:
(1) text referencing that it was produced in In re: Actos (Pioglitazone) Products Liability
Litigation; and (2) the Bates Number range of the materials contained on the Production Media.

Further, any replacement Production Media will cross-reference the original Production Media
and clearly identify that it is a replacement and cross-reference the Bates Number range that is
being replaced.
8.

Write Protection and Preservation. All computer media that is capable of write

protection should be write-protected before production.
9.

Inadvertent Disclosures. The terms of the Case Management Order: Assertions of

Attorney-Client Privilege and Work Product Doctrine shall apply to this protocol.

{L0210836.3}
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Duplicate Production Not Required. The Parties shall meet and confer regarding

any Party's request to produce identical paper copies of data already produced in electronic form.
H.

Timing.

1.

The Parties will use their reasonable efforts to produce ESI in a timely manner

consistent with the Court's discovery schedule.
2.
I.

The Parties will produce ESI on a rolling basis.

General Provisions.

1.

Any practice or procedure set forth herein may be varied by agreement of the

Parties, and first will be confirmed in writing, where such variance is deemed appropriate to
facilitate the timely and economical exchange of electronic data.
2.

Should any Party subsequently determine it cannot in good faith proceed as

required by this protocol; the Parties will meet and confer to resolve any dispute before seeking
Court intervention.
3.

The Parties agree that e-discovery will be conducted in phases and the Parties will

meet and confer regarding discovery of data sources not listed herein.
4.

Regardless of the foregoing, the Parties are under a continuing obligation to

produce identified responsive, non-privileged documents and to identify sources of potentially
discoverable materials consistent with their obligations under Federal Rules of Civil Procedure.
J.

Items Requiring Meet and Confer.

1.

The Parties agree to meet and confer regarding the following items in advance of

impacted productions:

{L0210836.3}
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Whether the E-mail Property metadata field is able to be produced

b.

Certain technical specifications for productions:
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(1) Hard copy docuinent unitization
(2) Microsoft "Auto" features or macros
(3) Embedded objects
(4) Compressed Files
(5) Load file organization
IT IS SO ORDERED.
THUS DONE AND SIGNED in Lafayette, Louisiana, this

day of July, 2012.
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1

I.

INTRODUCTION.
On September 20, 2010, Judge Anello looked at the evidence available at the time and

2
3
4
5
6
7
8
9

ordered Plaintiffs Gabriel Technologies Corporation and Trace Technologies LLC to post a bond
in the amount of $800,000. In requiring the bond, Judge Anello concluded that the Defendants,
Qualcomm Incorporated, SnapTrack, Inc. and Norman Krasner, were likely to prevail on the
merits of the case and recover attorneys’ fees because this case was both exceptional under the
Patent Act and brought in bad faith. In his Order, Judge Anello stated:


“[T]hat Gabriel has suffered a long history of corrupt officers and directors who are not
above taking illegal and fraudulent actions to guarantee their own personal gain”;



That the Court was “troubled by Plaintiffs’ inability to draw any meaningful connection”
between its own technology and the Defendants’ patented inventions; and



That Defendants had presented “significant, unrebutted evidence that Plaintiff’s lawsuit is
likely unmeritorious, and brought in bad faith to salvage Gabriel.”

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

(Order Granting in Part and Denying in Part Ds.’ Mot. for Bond (hereinafter, the “Bond Order”),
Dkt. 110, at 22 (emphasis added).)
Judge Anello’s conclusions were spot-on—Plaintiffs’ case was unmeritorious, was
brought in bad faith, and is exceptional. First, discovery has confirmed that Plaintiffs had no
basis to bring this case, and certainly no basis to maintain it for four years. They did so because
the “corrupt officers and directors” had, through the efforts of a convicted felon, raised almost $6
million dollars by hawking the non-existent claims to unwitting investors with a double-yourmoney-back promise upon a successful conclusion of the case. When those investors started
demanding a return, Plaintiffs filed a “strongly worded” complaint seeking over $1 billion in
damages, apparently hoping to frighten Defendants into a $400 million “lay-down settlement.”
Plaintiffs’ strategy backfired. When Qualcomm fought the extortionate demands, Plaintiffs had
to try to support the allegations with documents and witness testimony. Those efforts exposed
what Plaintiffs already knew—“we have no case. Just a lot of talk.” Despite seven tries,
Plaintiffs were never able to articulate even a single protectable trade secret and, as this Court
recently recognized, Plaintiffs were equally unable to identify any evidence supporting their
supposed contributions to Qualcomm’s patents. In the end, the Court found that Plaintiffs had not
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1
2

even raised a triable issue of fact on its claims and granted summary judgment in favor of
Defendants.1
Not only did Plaintiffs lack any basis to assert their claims, but the manner in which they

3
4

pursued them was outrageous. Plaintiffs’ improper conduct included:


With the help of another convicted felon, Gabriel crafted a three-act “play”—unsupported
by facts—to lure additional investors to fund the case;



Gabriel opposed Qualcomm’s motion to require the out-of-state plaintiff to post a cost
bond by representing to the Court that it had, conveniently on the eve of the hearing,
moved its corporate headquarters from Omaha, Nebraska to a residential apartment in San
Francisco, the lease for which prohibits commercial use of the premises;



Without permission, Gabriel filed a fifth amended complaint that included a claim, for
fraud, that the Court had previously dismissed with prejudice;



Gabriel’s CEO, with the knowledge of Gabriel’s litigation counsel, granted a percipient
witness a contingent financial interests in the outcome of this case in violation of the
California Rules of Professional Conduct;



Gabriel attempted to submit an amicus curiae brief that the Court found to be “biased”
and unreliable;



In a futile attempt to avoid summary judgment on its trade secrets claim, Gabriel
submitted three sham affidavits that directly contradicted the sworn deposition testimony
of its witnesses;



Gabriel served verified interrogatory responses—prepared without even the most basic
investigation—that were incomplete, incorrect or both; and



18

Gabriel alleged that Qualcomm had stolen “at least ninety-two” U.S. and foreign patents,
but after forcing Qualcomm to expend substantial time and effort to collect documents and
prepare a defense, simply abandoned all but six.

19

Just as Judge Anello predicted more than two years ago, Plaintiffs’ misconduct warrants a finding

20

that they brought this case in bad faith and that it is “exceptional” under the Patent Act.

5
6
7
8
9
10
11
12
13
14
15
16
17

21

While Defendants have systematically dismantled the Plaintiffs’ claims and exposed them

22

for what they were—a pure fiction designed to extort money from Defendants—it is unfair to

23

saddle Defendants with the cost of doing so. Defendants have incurred in excess of $10 million

24
25
26
27
28

1

The evidence supporting the facts in this introduction have previously been submitted to the
Court in the Declaration of Jeffrey S. Karr in support of the first summary judgment motion (Dkt.
188-3 filed September 27, 2011) and in the Declaration of Timothy S. Teter in support of the
second summary judgment motion (Dkt. 296-1 filed August 10, 2012). Those declarations will
be referred to herein as the “Karr SJ Dec.” and the “Teter SJ Decl.” The evidence supporting the
facts in the introduction are found in the Karr SJ Decl., Exs. 24 (“strongly worded complaint”),
25 at 1 (“lay-down settlement”), and 29 at 2 (“we have no case. Just a lot of talk.”).
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1
2
3
4
5
6
7

defending this action. Under both 35 U.S.C. Section 285 and the California Uniform Trade
Secret Act, the Court should award Defendants the fees they reasonably incurred in defending
themselves for four years against Plaintiffs’ “billion” dollar claim. Because Plaintiffs’ counsel,
Hughes, Hubbard & Reed and Wang Hartmann Gibbs & Cauley, are at least as culpable for this
misconduct, the Court should hold them jointly and severally liable for fees incurred after their
appearance.
II.

STATEMENT OF RELEVANT FACTS.
A.

8

Gabriel Filed This Lawsuit Asserting Various Claims—Most of Which The
Court Found Legally Deficient.

9

Beginning in 2006, with the help of a consultant and convicted felon named Nicholas

10

Fegen, Gabriel began selling promissory notes to investors. (Teter SJ Decl., Ex. 7). Gabriel

11

guaranteed each investor a 100% return on the investment and granted the holder a percentage

12

interest in any “IP Event,” which is simply another name for any settlement or judgment in this

13

case.

14

scattershot complaint on October 24, 2008 against Qualcomm, SnapTrack, and Dr. Krasner, full

15

of sound and fury but utterly lacking in substance. (Dkt. 1). Gabriel’s complaint asserted eleven

16

causes of action and accused Qualcomm, Dr. Krasner, and SnapTrack of being “technology

17

thieves” with “sinister intentions” who engaged in “clandestine activities” including a “practice of

18

‘ghost writing’ patents” with Locate technology. (Dkt. 1 (passim).). According to Gabriel,

19

Qualcomm and its “chief thief” stole the ideas of Gabriel’s predecessor (Locate Networks) and

20

incorporated those ideas into “at least ninety-two” U.S. and foreign patents and patent

21

applications. (Dkt. 1, ¶ 58).

(Teter SJ Decl., Ex. 35.).

When those investors became impatient, Gabriel filed a

22

Over the next year and a half, Qualcomm attacked most of Gabriel’s causes of action as

23

legally defective. (Dkt. 22, 41). The Court agreed and dismissed with prejudice the claims for

24

breach of the 1999 License Agreement, fraud, tortious interference, “equitable patent

25

infringement,” conversion, unjust enrichment, and unfair competition. (Dkt. 35, 48). The only

26

claims to survive were the claim for breach of the 2006 License Agreement, the misappropriation

27

of trade secrets claim, the correction of inventorship claim, and the declaration of patent

28
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1
2
3
4
5
6
7

ownership claim. Although the Court had granted Defendants motion to dismiss the fraud claim
with prejudice, on April 19, 2010, Gabriel filed—without permission—a Fifth Amended
Complaint re-alleging the claim for fraud. (Dkt. 65). On April 23, 2010, the Court struck the
Fifth Amended Complaint, a decision that Gabriel did not accept without another fight. (Dkt. 71
(Order striking Fifth Amended Complaint); Dkt. 72 (Gabriel’s motion for reconsideration of
Order striking Fifth Amended Complaint)).

As a result of this motion practice, the Court

disposed of seven of Gabriel’s eleven claims on the pleadings.
B.

8

The Court Found the Evidentiary Record Sufficient to Require Gabriel to
Post a Bond for Attorneys’ Fees in 2010.

9

On July 2, 2010, Defendants filed a motion to require Gabriel, an out-of-state plaintiff, to

10

post a bond pursuant to California Civil Procedure Code Section 1030. (Dkt. 81). The motion

11

relied on a series of candid e-mails between one of Gabriel’s Board Members, John Hall,

12

Gabriel’s former CFO, Maurice Shanley, and Gabriel’s former CTO, Allan Angus. The e-mails,

13

which were written when Gabriel was desperate for additional financing and new lawyers,

14

included such damaging admissions as:

15



In summary, we are looking for financing, a new law firm, but with what. The cu[p]board
is bare. The case [h]as never been developed beyond filling a complaint over something
that happened 10 years ago. There is no package with the 20 most important documents
and the narrative that supports the case. It doesn’t exist.



We have been turned down everywhere we go. Why would anyone invest a dime. Not
even Guido will give us money and why would he.



There are only a few full contingency firms that can afford to take on a case of this size
and complexity. They won’t touch this case because we have no case. Just a lot of talk”.

16
17
18
19
20
21
22
23
24
25
26
27

(Teter SJ Decl., Ex. 9). The e-mails further accused Gabriel’s management of using the litigation
as a way to raise money and then “feed at the trough,” all while leaving Gabriel with nothing but
“servers and some paper.” (Karr SJ Decl., Ex. 25 (“fed at the trough”); Teter SJ Decl., Ex. 11).
Of course, Angus believed “the real value was never there anyway.” (Teter SJ Decl., Ex. 11).
Instead, Angus thought “[t]he real value is always going to be in the fight, how to respond to an
opposing attorney’s questions, how to make the case.” (Teter SJ Decl., Ex. 11).
After obtaining a two week extension to file its opposition to the Bond motion, Gabriel
barely disputed the contents of the e-mails, attempting to dismiss them as the grumblings of a
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disgruntled former employee. Instead, Gabriel argued that the Court could not order the bond
because Gabriel was no longer an out-of-state plaintiff, having just relocated its headquarters to
an address in San Francisco, California. (Dkt. 93, at 8). But, as Qualcomm revealed to the Court,
the address was a residential apartment building with lease terms that expressly prohibited the use
of the premises for commercial purposes.

Caught in a deception, Gabriel had no credible

response and the Court did not bite. (Bond Order, at 6-7).
On September 20, 2010, the Court ordered Plaintiffs to post an $800,000 bond to cover
Defendants’ anticipated costs and a portion of their attorneys’ fees. The Court wrote:
Defendants have presented significant, unrebutted evidence that Plaintiffs’ lawsuit
is likely unmeritorious, and brought in bad faith to salvage Gabriel. The Court
will not go through each individual email correspondence here, but will note that
when read as a whole, the Court is convinced they create a logical inference that
Gabriel has suffered a long history of corrupt officers and directors who are not
above taking illegal and fraudulent actions to guarantee their own personal gain.
Plaintiffs asserted the emails are nothing more than a disgruntled employees’
expressions of frustration with Gabriel’s management, and have no bearing on the
merits of the case. The Court disagrees. Although the emails indicate their
authors are upset by how Gabriel has treated them, and alone, they do not
conclusively establish this action is without merit, the Court finds that when the
emails are considered in connection with Defendants’ evidence demonstrating a
reasonable possibility of success on the merits, there is a strong likelihood
Defendants will ultimately prove this case is exceptional, and attorneys’ fees will
be warranted at the conclusion of the litigation.
(Bond Order, 22:1-14 (footnote omitted).) With respect to the inventorship claims, the Court
further stated that it was:
troubled by Plaintiffs’ inability to draw any meaningful connection between Locate’s
technology and the allegedly misappropriated information found in more than 92 patents.
The parties began working together approximately a decade ago, Plaintiffs assert they
suspected wrongdoing in approximately 2007, and they have been investigating their
claims for several years. By now, Plaintiffs should have more than mere allegations to
support their theory. Thus, the $1 million in attorneys’ fees Defendants have incurred to
date may be reasonably included in the Court’s determination of an appropriate bond
amount.
(Bond Order, at 22:16-22.). Judge Anello’s finding would prove prophetic.
C.

Gabriel Tries and Fails—Seven Times—To Articulate Its Alleged Trade
Secrets With Particularity.

On March 30, 2010, Magistrate Judge Porter ordered Gabriel, pursuant to California Civil
Procedure Code Section 2019.210, to “identify any alleged trade secrets with reasonable
particularity on or before May 1, 2010.” (Dkt. 61, ¶ 4). Between May and December 2010,
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Gabriel served five different purported trade secret designations.

adequacy of each, leading Gabriel to file a motion to compel Defendants to respond to trade
secrets discovery. (Dkt. 128). The Court disagreed that Gabriel had adequately identified any
protectable trade secrets and ordered Gabriel to try again. (Dkt. 145).
Armed with a new trade secret designation, the parties engaged in two subsequent
discovery conferences with Magistrate Judge Dembin. (See Dkt. 160 & 165.) During the first,
the parties agreed to engage in limited discovery into the “genesis” of “up to two of Defendants’
patents identified in the Fourth Amended Complaint which are claimed to be based, in whole or
in part, upon Plaintiff’s trade secrets.” (Dkt. 160, at 1:28-2:3.) The purpose of the discovery was
to assist Gabriel in identifying its purported trade secrets—a generous gift given the basic notion
that a plaintiff is expected to know what its trade secrets are without having to “discover” them
from someone else.
As permitted, Gabriel identified one patent, the ‘277 patent, and sought broad ranging
discovery from Defendants. But Gabriel did not limit the discovery it sought from Defendants as
contemplated.

So Judge Dembin convened a second hearing because of a “disagreement

regarding the scope of permissible discovery pursuant to” that agreement. (Dkt. 165, at 1). Judge
Dembin denied Plaintiffs the discovery they sought (Dkt. 165, at 1-2), later commenting that “the
Court agreed [with Defendants that] Plaintiffs were seeking far broader discovery than
contemplated by the brokered agreement.” (Dkt. 229, at 8:9-10.)
But even with the benefit of discovery—which Section 2019.210 ordinarily prohibits in
these circumstances—Plaintiffs still could not identify any trade secrets to support its allegations
of misappropriation. In early September, Plaintiffs served yet another trade secret designation
and filed a second motion to compel, arguing that their seventh attempt to articulate their trade
secrets was adequate. (Dkt. 170). Magistrate Dembin concluded that Plaintiff’s last and best
attempt at identifying a trade secret suffered from “intolerable vagueness” (Dkt. 229 at 8:23), and
re-affirmed his earlier finding that the rest of Plaintiff’s purported secrets “contain even less
information and more ambiguous terms.” (Dkt. 229 at 9:15-16).
With its trade secrets claim dead in the water, Plaintiffs objected to Magistrate Dembin’s
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ruling. (See Dkt. 251, 1:17-18 (moving to seal objections).) In conjunction with the objection,
Plaintiffs filed an ex parte motion for leave to file an amicus curiae brief by Roger Milgrim, the
author of a widely-circulated text on trade secrets law, that argued that Plaintiffs should not be
required to comply with Section 2019.210 at all. (Dkt. 234). Oddly, Mr. Milgrim’s amicus brief
took a position that was diametrically opposed to the opinion he offered in his own text, and
failed to mention—let alone distinguish—the authority upon which the Court had relied for its
rulings. On March 13, 2012, the Court refused to consider the amicus brief, stating that:
Mr. Milgrim does not add a unique perspective or knowledge on this issue and his
opinion appears to be at odds with that set forth previously by him in his text,
Milgrim on Trade Secrets. The Court finds Mr. Milgrim’s reference to cases and
analysis are generally biased and do not rise above the capabilities of Plaintiff’s
counsel.
(Dkt. 251, at 7:27-8:8).
In that same Order, the Court upheld Magistrate Dembin’s ruling that the trade secrets
designation was insufficient. (Dkt. 251, at 8:10-11.) Thus, eighteen months after this Court said
it was “troubled by Plaintiffs’ inability to draw any meaningful connection between Locate’s
technology and the allegedly misappropriated information found in more than 92 patents,” the
Court found that Plaintiffs had still failed to do so. (Bond Order, at 22:16-18.) In sum, despite
seven tries, Plaintiffs have never been able to identify even a single protectable trade secret.

17
18

D.

The Court Rejected Plaintiffs’ Sham Affidavits and Granted Summary
Judgment on the Trade Secrets and Breach of Contract Claims.

19

While the parties were disputing the sufficiency of Plaintiffs’ alleged trade secret

20

designation, Defendants filed a motion for summary judgment on Plaintiffs’ breach of contract

21

claim and trade secrets claim. (Dkt. 188). The motion asserted that the trade secrets claim and

22

the contract claim were time barred and that Plaintiffs cannot assert a breach of contract claim

23

because it failed to comply with its own contractual obligations.

24

With respect to the statute of limitations arguments, during discovery, Defendants had

25

obtained deposition testimony from William Clise, Locate’s Chief Technology Officer, that he

26

believed as early as January 2003 that Qualcomm had “directly ripped off” Locate’s technology.

27

Nevertheless, Clise admitted that he did nothing about it. When asked why, Clise testified:

28
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I don’t know. I’m a bad businessman. What’s the answer? I don’t know. I didn’t
think it was important. We were—our focus was trying to get our product to
market and build a service. I just—this was not something that was in our radar
right then.

3

(Teter SJ Decl. Ex. 7, Clise Dep. 37:14-20.). In addition, Gabriel’s former CFO, Maurice

4

Shanley, testified that Gabriel engaged counsel in September 2004 to investigate the very claims

5

that Gabriel asserted in this case. (Karr SJ Decl., Ex. 33 (Shanley Dep. 103:10-104:6)). With

6

such smoking gun admissions, Gabriel’s trade secrets claim was doomed.

1

7

Plaintiffs then pulled out all of the stops in an effort to save the cause of action. First,

8

Gabriel relied on the sworn affidavit of a witness to whom it had granted a contingent interest in

9

the outcome of this case. This affidavit violated California Rule of Professional Conduct 5-

10

310(B). (See Ds.’ Reply Brief in Support of Mot. for Partial Summary Judgment, Dkt. 221, at 1-3

11

(implicating testimony of Allan Angus and Moe Shanley).)

12

Even worse, Gabriel submitted three affidavits from William Clise, Allan Angus, and Moe

13

Shanley that directly contradicted prior deposition testimony. In excluding the affidavits, the

14

Court wrote:

15



The Court finds that the affidavit submitted by Clise directly and inexplicably contradicts
his prior sworn testimony warranting its exclusion under the sham affidavit rule. (Trade
Secrets MSJ Order, Dkt. 252, at 11:12-13 (footnote omitted).)



Given the unsupported and contradictory nature of Shanley’s affidavit and his contingent
interest in the outcome of this litigation, the Court finds his affidavit appropriate for
exclusion pursuant to the sham affidavit rule. (Id. at 14:6-8 (footnote omitted).)



The Court finds that Angus lacks personal knowledge to testify as to what these
documents mean or what inferences the Court should draw from them and the
questionable nature of his affidavit is further compounded by the contradictory nature of
his testimony and the contingent interest he holds in the outcome of this litigation. As
such, the Court finds Angus’ affidavit warrants exclusion pursuant to the sham affidavit
rule. (Id. at 14:11-15:2 (footnote omitted).)

16
17
18
19
20
21
22
23

Despite its resort to improper and sham evidence, Plaintiffs still could not avoid the inevitable.

24

On March 13, 2012, the Court issued a separate order granting the summary judgment

25

motion as to the trade secrets claim and as to the majority of the breach of contract claim. (Doc.

26

No. 252.) Like with the trade secrets designation issue, the Court relied on the very arguments

27

that Judge Anello had identified two years earlier. (Compare Bond Order at 15:24-27 (“it appears
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that Plaintiffs had reason to suspect” misappropriation prior to the critical date for the statute of
limitations) with Trade Secrets MSJ Order at 15:3-7 (“the Court finds . . . there is no dispute of
material fact that Plaintiffs became suspicious of misappropriation . . . well before December 17,
2004”).)2
E.

5

1.

6

9
10
11
12
13
14
15
16
17

inventor and their alleged inventive contribution for each patent at issue. This was really the
heart of Plaintiffs’ purported case regardless of the cause of action—the notion that they
conceived of ideas that Qualcomm put into its patents without attribution. (Teter SJ Decl., Ex. 15
at 3). As far back as the Motion for Bond, Defendants complained that Plaintiffs refused to
identify their alleged inventors and inventions. (Memo of Points and Authorities In Support of
Ds.’ Mot. for a Bond Pursuant to C.C.P. § 1030, Dkt. 81-1, 1:21-23 (“Indeed, Gabriel refuses to
provide basic facts regarding alleged inventive contributions to the patents-at-issue by anyone
other than the named inventors because it is ‘premature’ for Defendants to seek such
information.”) It is no wonder Plaintiffs resisted providing this basic information—they had no
basis to identify anyone or anything. It was all a sham.
Indeed, Plaintiffs were unable to decide who to name as omitted inventors for years. For

18
19
20
21
22
23
24
25
26
27
28

Plaintiffs could not identify the alleged omitted inventors for years.

As soon as discovery began, Defendants asked Plaintiffs to identify each allegedly omitted

7
8

Plaintiffs Inventorship Claim Fared No Better.

the ‘277 and ‘639 patents, Gabriel’s first interrogatory responses, served in May 2010—more
than eighteen months into the case—stated that the omitted inventor was “under investigation.”
(Teter SJ Decl. Ex. 15 at 5.) Plaintiffs should not have asserted a claim to correct inventorship on
these patents if it did not know who else contributed to the patents after eighteen months of
litigation.

Indeed, Plaintiffs’ failure to identify anyone is even more egregious because,

ultimately, Gabriel identified William Clise as an omitted inventor. But Clise was the very
person who verified the truth of the prior responses. If Clise was really an omitted inventor, he
should not have verified responses that failed to identify him as such. When asked about this
2

The Court similarly confirmed its ruling from the Bond Order that Plaintiffs’ failure to identify
any “Program Technology,” along with the statute of limitations, doomed most of their contract
claim. (Trade Secrets MSJ Order at 16:1-20:15 (citing Bond Order at 12).)
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1

omission, Clise testified:
I don’t know really where my mind was at that point. You know, I don’t know if
we had or hadn’t or whether there was more things that needed to be looked at or –
I don’t know why it says “under investigation.” I don’t know why that’s what it
says, but it appears that I did not put my name down as being a contributing
inventor at that time or omitted inventor.

2
3
4
5

(Teter SJ Decl. Ex. 7, Clise Tr. 49:1-12).
For other patents where Plaintiffs did identify an omitted inventor, those names changed

6
7
8
9
10
11
12
13
14
15

repeatedly. For example, Gabriel first identified Aaron Grant, who started at Locate in 2000, as
the omitted inventor for the ‘958 patent, for which Defendants had completed an application in
October 1999. (Teter SJ Decl., Ex. 15, at 5). Later, Gabriel changed its mind, adding Clise and
Crowson as omitted inventors. (Teter SJ Decl., Ex. 33 at 5; see also Amended Patents MSJ
Order, Dkt. 328, at 10:17-11:20 (switching ‘249 patent from “at least William Clise” to Clise,
Green, and Phil DeCarlo); 11:22-13:2 (indentifying “at least” Clise, Crowson, and Grant in
response to ‘195 patent).) If there was ever a doubt, this case for Gabriel clearly was not about
asserting legitimate rights, but about trying to make up a story that might stick. But, the facts
kept getting in the way of Gabriel’s strategy.
2.

16

Plaintiffs identified allegedly omitted inventors who then denied
having contributed to the patents.

17

Not only did Gabriel change its mind repeatedly on who to name as omitted inventors in

18

sworn interrogatory responses, but Plaintiffs served responses without any connection to the truth.

19

A perfect example of Plaintiffs’ misconduct is the ‘050 patent. As the Court stated:

20

The ‘050 patent issued on September 28, 2004, and named Qualcomm’s Dr.
Krasner as sole inventor. In 2010, Plaintiffs failed to identify an alleged “omitted
inventor” for this patent in their original interrogatory responses. Plaintiffs
amended the responses to declare that Philip DeCarlo, a Locate employee, “and
one or more engineers employed by Glenayre” were the inventors of the ‘050
patent. However, DeCarlo testified that he did not invent the ‘050 patent, never
told anyone he should be a named inventor, and did not know why he was listed
as an omitted inventor.3 On May 14, 2012, Plaintiffs revised their interrogatories
again to declare that Clise was the sole inventor of the ‘050 patent.

21
22
23
24
25
26
27
28

3

DeCarlo was a paid “litigation consultant” for Plaintiffs, and they had every opportunity to
verify with him the alleged inventive contributions they were ascribing to him in sworn discovery
responses.
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(Dkt. 328, at 7:4-11 (record citations omitted); see also Patents MSJ, Dkt. 323, 15:9-16:14).
But the ‘050 patent is not the only such example. In the interrogatory responses served on

2
3
4
5
6
7
8
9
10
11
12
13
14

June 22, 2010, Gabriel identified William Clise as the omitted inventor on the ‘402 patent. (Teter
SJ Decl., Ex. 16, at 4). The responses identified his contribution as “incorporating code phase
measurements added to acquisition assistance section for support of coherent integration across
one or more GPS bits and implementation of code phase into acquisition assistance message.”
(Teter SJ Decl., Ex. 16, at 4). When asked if he invented that contribution, Clise simply said
“no.” (Declaration of Jeffrey S. Karr in Support of Motion for Attorneys’ Fees (“Karr Decl.”),
filed concurrently herewith, Ex. A, Clise Dep. Transcript, 769:16-770:1). Indeed, Clise could not
answer any other way, because when asked what that contribution meant, Clise said “I would
have to have an engineer explain it to me and then I could tell you what it meant.” (Id. at 769:28). Clise could not have invented something that he does not even understand, a fact that both
Gabriel and its counsel must surely have known at the time they served the verified interrogatory
responses.
3.

15
16
17
18

As the Court recognized in granting Defendants’ second summary judgment motion,
Plaintiffs were unable to identify any evidence to support their inventorship claims.


For the ‘050 patent, the Court noted that “Clise admitted that he did not even think of
certain technologies that the ‘050 patent addresses” and that he “had no answer when
asked to identify specific information that he provided to Dr. Krasner that could qualify
Clise as the true inventor.” (Patents MSJ Order, Dkt. 328, at 7).



For the ‘958 patent, the Court found that Clise “could not say ‘with any reliability who did
what when’” and that “Plaintiffs have no evidence that they conveyed their ideas to Dr.
Krasner and Sheynblat before SnapTrack’s invention in October 1999.” (Patents MSJ
Order, Dkt. 328, at 8).



With respect to the ‘277 and ‘639 patents, the Court noted that “Plaintiffs have no
evidence that anyone at Locate conceived of the ‘277/’639 invention” because “the Locate
system was very different from the ‘277 patent because the UE did not store nor send a
position estimate.” (Patents SJ Order, Dkt. 328, at 9). In addition, the Court noted that
“Plaintiffs have no evidence that the named inventors . . . took information from Locate”
because all of the allegedly omitted inventors “testified that they had never met
Burroughs, Edge or Fisher.” (Patents SJ Order, Dkt. 328, at 10).

19
20
21
22
23
24
25
26
27

Plaintiffs failed to identify any evidence to support their inventorship
claims.
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For the ‘249 patent, the Court recognized that Clise did not even understand the patent,
dismissing it as “a lot of technical jargon.” (Patents SJ Order, Dkt. 328, at 11). Moreover,
the Court found that Plaintiffs had no evidence to support their allegation that Dr. Gaal
received any information from Clise. (Patents SJ Order, Dkt. 328, at 11).



Finally, with respect to the ‘195 patent, the Court found that Plaintiffs’ alleged
contributions were all in the prior art, and that “Plaintiffs have no evidence to back up the
allegation that Dr. Krasner, Dr. Wolf, and Sheynblat wrote the ‘195 patent using
information from Clise and Crowson.” (Patent SJ Order, Dkt. 328, at 12).

2
3
4
5
6

As the Court’s findings demonstrate, even after extensive discovery, Plaintiffs had no basis to

7

allege that Defendants “stole” any ideas from Locate.

8

But this fact is not surprising because it appears that Plaintiffs were simply making this

9

case up as they went along. The evidence is that in early 2010, as Gabriel was out of money, out

10

of lawyers, and “[had] no case” “just a lot of talk,” Angus, Clise and Crowson got together and

11

prepared an “evidence binder” to present to potential investors and counsel. (Teter SJ Decl. Ex.

12

22). In an e-mail about the binder, Angus described the case as a three act “play.” (Teter SJ

13

Decl. Ex. 22).

14
15
16
17
18
19
20
21
22
23
24
25
26

4.

Plaintiffs’ jettisoned the majority of the patents-at-issue, but only after
Qualcomm prepared for discovery on them.

After the Court granted summary judgment on the trade secrets claim, the parties prepared
for discovery on the inventorship claims. At that time, Gabriel had alleged that Defendants
incorporated Locate’s ideas into “at least ninety-two” U.S. and Foreign patents. (Dkt. 1, ¶ 58).
Given the claims, Defendants had prepared to defend the allegations. Defendants’ preparation
included conducting interviews of all of the inventors on the patents and collecting documents
relating to each one. In total, Qualcomm collected in excess of 12 million documents for this
case. (Karr Decl., ¶ 11). Probably concerned that its witnesses could never study up on that
many patents to testify credibly about them as alleged inventors, Gabriel simply abandoned most
of the patents and pursued only the most elementary six patents. As demonstrated below, the
totality of the circumstances in this case warrant an award of attorneys’ fees in favor of
Qualcomm both under the Patent Act and the California Uniform Trade Secrets Act.

27
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III.

ARGUMENT.
A.

The Court Should Award Defendants Attorneys’ Fees under Section 285.

“The court in exceptional cases may award reasonable attorney fees to the prevailing
3
party.” 35 U.S.C. § 285. The purpose of the exceptional case rule is to protect litigants who
4
would otherwise be forced to bear their own attorneys’ fees in instances of meritless patent
5
litigation. Badalementi v. Dunham’s, Inc., 896 F.2d 159, 1364 (Fed. Cir. 1990). It is hard to
6
conceive of a more appropriate case for an award of attorneys’ fees under Section 285.
7
1.

8

Defendants are the prevailing parties and are entitled to fees under
Section 285.

9

Defendants are eligible for attorneys’ fees under Section 285. First, this case, which

10

includes a claim for correction of inventorship under 35 U.S.C. Section 256, arises under the

11

patent laws and implicates Section 285—a fact admitted by the Plaintiffs. See Plaintiffs’ Original

12

Complaint, Dkt. 1, ¶ 10 and Prayer for Relief (asserting 28 U.S.C. Sections 1331 (federal

13

question) and 1338 (patents) as basis for jurisdiction and requesting attorneys’ fees); see also

14

Breed v. Hughes Aircraft, 253 F.3d 1173, 1177 (9th Cir. 2001) (citing Banks v. Unisys Corp., 228

15

F.3d 1357, 1359 (Fed. Cir. 2000); MCV, Inc. v. King-Seeley Thermos Co., 870 F.2d 1568, 1570

16

(Fed. Cir. 1989) (“The Federal Circuit itself has stated quite plainly that claims based on 35

17

U.S.C. § 256 . . . arise under the patent laws”). Second, Defendants are the prevailing parties in

18

this litigation.

19

Defendants’ favor on each and every claim.

20
21
22
23
24
25
26
27

Plaintiffs asserted eleven causes of action. The Court entered judgment in

2.

Plaintiffs’ improper conduct makes this case “exceptional.”

“A case may be deemed exceptional when there has been some material inappropriate
conduct related to the matter in litigation, such as willful infringement, fraud or inequitable
conduct in procuring the patent, misconduct during litigation, vexatious or unjustified litigation,
conduct that violates Fed. R. Civ. P. 11, or like infractions.” Brooks Furniture Mfg. v. Dutailier
Intern., Inc., 393 F.3d 1378, 1381 (Fed. Cir. 2005) (citing Cambridge Prods. Ltd. v. Penn
Nutrients, Inc., 962 F.2d 1048, 1050-51 (Fed. Cir. 1992). The Federal Circuit has recognized that
a “frivolous” case can be “exceptional.” Standard Oil Co. v. American Cyanamid Co., 774 F.2d

28
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448, 455 (Fed. Cir. 1985). A “frivolous” case “is one which the patentee knew or, on reasonable
investigation, should have known, was baseless.” Haynes International, Inc. v. Jessop Steel, Co.,
8 F.3d 1573, 1579 (Fed. Cir. 1993), on rehearing, 15 F.3d 1076 (Fed. Cir. 1994); see also Molski
v. Evergreen Dynasty Corp., 500 F.3d 1047, 1060-61 (9th Cir. 2007) (interpreting “frivolous” to
means claims that are patently without merit, make false or grossly exaggerated factual assertions,
or contain patently absurd or irrelevant allegations); Hughes v. Novi American, Inc. 724 F.2d 122,
126 (Fed. Cir. 1984) (holding patent owner and assignee liable for attorneys’ fees when they
continued suit despite clear evidence of public use bar and noninfringment, and concluding that
attorneys’ fees may be warranted even absent bad faith filing of suit). In addition, failure to
comply with discovery obligations can warrant an exceptional case finding.

Semiconductor Corp. v. Marvell Semiconductor, Inc., 2005 WL 3634617, at *6-7 (N.D. Cal.
2005); Fed. R. Civ. Proc. 11. In deciding whether a case is exceptional, a court must consider the
totality of the circumstances. Yamanouchi Pharm. Co. Ltd. v. Danbury Pharmacal, Inc., 231
F.3d 1339, 1347 (Fed. Cir. 2000).
This case is full of instances of “unjustified litigation,” “misconduct during litigation,”

15
16
17
18
19
20
21
22
23
24

and “conduct that violates” Rule 11. Such conduct, discussed in more detail above, includes: (1)
filing of sham affidavits in an attempt to avoid an obvious summary judgment motion; (2) serving
incomplete and inaccurate verified interrogatory responses without even the most basic
investigation—like asking its litigation consultants whether they actually invented the ideas
attributed to them; (3) granting a contingent interest to a percipient witness in violation of the
California Rules of Professional Conduct; (4) submitting a “biased” amicus brief; (5) pursuing
inventorship claims that had no evidentiary support—or truth to them—whatsoever; and (6)
simply making up a patent inventorship “play” to dupe unwitting investors. Just as Judge Anello
suspected, Plaintiffs’ conduct warrants a finding that this case is “exceptional.”
B.

25

28

The Court Should Award Defendants their Attorneys’ Fees under CUTSA.

If a claim of misappropriation is made in bad faith, the court may award reasonable

26
27

attorney’s fees to the prevailing party. Cal. Civ. Code § 3426.4.4 “An award of attorney fees for
4

Federal Courts may award attorney’s fees to successful litigants under this provision of

COOLEY LLP
ATTORNEYS AT LAW

See Realtek

14.

DEFENDANTS’ MOTION FOR
ATTORNEYS’ FEES
CASE NO. 08-CV-1992 AJB MDD

case
Case3:12-md-02391-RLM-CAN
3:08-cv-01992-AJB-MDD Document
document 346-16
332-1 Filed
filed10/12/12
04/04/13 Page
page20
21of
of27
28

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21

bad faith constitutes a sanction, and the trial court has broad discretion in ruling on sanctions
motions.” Gemini Aluminum Corp. v. California Custom Shapes, Inc., 95 Cal. App.4th 1249,
1262 (2002). “The California Court of Appeal has interpreted the statute’s ‘bad faith’ element to
require ‘objective speciousness of the plaintiff's claim . . . and its subjective bad faith in bringing
or maintaining the claim.’” CRST Van Expedited, Inc., 479 F. 3d at 1111 (quoting Gemini
Aluminum, 95 Cal. App. 4th at 1262). Here, the Court should award Defendants the fees incurred
prior to March 13, 2012 (the date of the summary judgment order disposing of the trade secrets
claim) pursuant to the California Uniform Trade Secrets Act.5
1.

Plaintiffs’ claims were objectively specious.

To sanction Plaintiffs under CUTSA, the Court must first find that their claims were
objectively specious. “Objective speciousness exists where the action superficially appears to
have merit but there is a complete lack of evidence to support the claim.” FLIR Systems, Inc. v.
Parrish, 174 Cal. App. 4th 1270, 1276 (2009) (citing Gemini Aluminum, 95 Cal.App.4th at 1261;
CRST Van Expedited, 479 F.3d 1099 at 1112).
Here, Plaintiffs’ claims were objectively specious. First, despite seven tries, Plaintiffs
were never able to articulate even a single protectable trade secret. Second, as the Court found in
the patent summary judgment motion, Plaintiffs were unable to present any evidence that
Defendants received Plaintiffs trade secrets or incorporated them into their patent filings.6 Third,
despite clear evidence and the admissions of its own witnesses that Gabriel suspected Qualcomm
of misappropriation as early as January 2003, Plaintiffs refused to concede that its trade secrets
claim was barred by the statute of limitations. Maintaining its claim in the face of this evidence

22
23
24
25
26
27
28

California law. See CRST Van Expedited, Inc. v. Werner Enterprises, Inc., 479 F. 3d 1099, 1111
(9th Cir. 2007) (concluding that “§ 3426.4 properly was applied by the district court under the
rule of Erie v. Tompkins).
5
To the extent the Court awards fees under CUTSA, but not under the Patent Act, the amounts
sought are $7,479,843.70 from Gabriel, for which $5,514,684.70 counsel should be held
responsible. (Karr Decl., ¶ 7).
6
Plaintiffs’ trade secret claim overlaps completely with its inventorship claim and contract
claims. (See Defendants’ Supplemental Brief re Contract Remedies, Dkt. 274, at pp. 4-7
(explaining complete overlap with citations to Plaintiffs’ discovery responses). In other words,
Plaintiffs’ alleged trade secrets are its alleged inventive contributions to the patents. Accordingly,
the Court’s finding that Plaintiffs had no support for their inventorship claim is equally applicable
to the trade secrets claim.

COOLEY LLP
ATTORNEYS AT LAW

15.

DEFENDANTS’ MOTION FOR
ATTORNEYS’ FEES
CASE NO. 08-CV-1992 AJB MDD

case
Case3:12-md-02391-RLM-CAN
3:08-cv-01992-AJB-MDD Document
document 346-16
332-1 Filed
filed10/12/12
04/04/13 Page
page21
22of
of27
28

1

was objectively specious.
2.

2

The second element after objective speciousness is subjective bad faith, which “may be

3
4
5
6
7
8
9
10
11
12
13
14

inferred by evidence that appellants intended to cause unnecessary delay, filed the action to harass
respondents, or harbored an improper motive.” Id. at 1278 (citing Gemini Aluminum, 95
Cal.App.4th at 1263). “A subjective state of mind will rarely be susceptible of direct proof;
usually the trial court will be required to infer it from circumstantial evidence.”

17
18
19
20
21
22
23
24
25
26
27
28

(1992).) “Bad faith may be inferred where the specific shortcomings of the case are identified
by opposing counsel, and the decision is made to go forward despite the inability to respond to
the arguments raised.” Gemini Aluminum, 95 Cal. App. 4th at 1264 (emphasis added) (quoting
Alamar Biosciences, Inc. v. Difco Labs. Inc, 1996 U.S. Dist. Lexis 19239, *3 (E.D. Cal. Feb. 23,
1996)); see also FLIR Systems, 174 Cal. App. 4th at 1278 (citing with approval this test from
Gemini Aluminum).
Judge Anello’s initial conclusion that Plaintiffs pursued the trade secrets claim in bad faith
was fully confirmed by later developments in the case. First, Defendants’ successful motions for
summary judgment on the very grounds emphasized in the Bond Order are the epitome of a case
where a litigant decided “to go forward despite the inability to respond to the arguments raised”
previously by both Defendants and the Court. More to the point, Plaintiffs’ decision to attempt to
refute the statute of limitations argument with three sham affidavits warrants an inference of bad
faith.
Second, despite substantial discovery, Plaintiffs still have no evidence to refute the
inference raised at the time of the Bond Hearing that Plaintiffs pursued this lawsuit to defraud
investors, and that Plaintiffs harbored an improper, extortionate motive in filing and then pursuing
their meritless claims.
Finally, the long litany of incidents of litigation misconduct—including “sham affidavits,”
ethics violations, a “biased” amicus curiae, seven “intolerably vague” trade secrets designations,
over-reaching discovery, and an ever-changing list of allegedly omitted inventors is ample
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Gemini

Aluminum, 95 Cal. App. 4th at 1263 (quoting Knight v. City of Capitola, 4 Cal. App. 4th 918, 932

15
16

Plaintiffs acted with subjective bad faith.
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grounds for the Court to infer Plaintiffs’ bad-faith.
C.

2
3
4
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The Court Should Hold Plaintiffs and Their Counsel Jointly and Severally
Liable for Defendants’ Attorneys’ Fees Incurred After Their Appearance.

The Court has the power to hold counsel liable for attorneys’ fees when litigants act in bad
faith:
The power of a court over members of its bar is at least as great as its authority
over litigants. If a court may tax counsel fees against a party who has litigated
in bad faith, it certainly may assess those expenses against counsel who
willfully abuse judicial processes.
Roadway Express, Inc. v. Piper, 447 U.S. 752, 766 (citations omitted) (emphasis added). The
Court’s power to sanction bad-faith conduct is not diminished where that conduct could also be
sanctioned under a statute or the Federal Rules of Civil Procedure. Chambers v. NASCO, INC.,
501 U.S. 32, 50 (1991). In Chambers:
the District Court could have employed Rule 11 to sanction Chambers for filing
“false and frivolous pleadings,” and that some of the other conduct might have
been reached through other Rules. Much of the bad-faith conduct by Chambers,
however, was beyond the reach of the Rules; his entire course of conduct
throughout the lawsuit evidenced bad faith and an attempt to perpetrate a fraud on
the court, and the conduct sanctionable under the Rules was intertwined within
conduct that only the inherent power could address. In circumstances such as
these in which all of a litigant's conduct is deemed sanctionable, requiring a court
first to apply Rules and statutes containing sanctioning provisions to discrete
occurrences before invoking inherent power to address remaining instances of
sanctionable conduct would serve only to foster extensive and needless satellite
litigation, which is contrary to the aim of the Rules themselves.

18
19
20
21
22
23
24
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26
27
28

Id. at 51 (citations omitted). “Under both Roadway and Chambers, then, the district court has the
inherent authority to impose sanctions for bad faith, which includes a broad range of willful
improper conduct”—including sanctions against counsel. Fink v. Gomez, 239 F. 3d 989, 991-92
(9th Cir. 2001).
As demonstrated above, Plaintiffs and their counsel together engaged in a pattern of
conduct that was an abuse of the litigation process throughout the litigation process. And it was
counsel that had responsibility for submitting the sham affidavits in opposition to Defendants’
first summary judgment motion, submitting an affidavit from a witness with a known contingent
interest in the outcome of the case, re-filing a claim that had already been dismissed with
prejudice without permission, submitting a “biased” and unreliable amicus brief, serving verified
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interrogatory responses that had no basis in fact and without even the most basic investigation
possible—a discussion with retained litigation consultants, and finally pursuing claims that they
knew or should have known had no evidentiary support.
Because Hughes, Hubbard & Reed and Wang Hartmann, Gibbs & Cauley “willfully
abused the judicial process” from the time they entered this case, the Court should find them
jointly and severally liable for the attorney’s fees that Defendants incurred after their appearance.
Roadway Express, 447 U.S. at 766. Such a finding is especially appropriate here where any
sanction in excess of the Bond amount that does not reach counsel is no sanction at all. The
Court acknowledged in its Bond Order that Plaintiffs were insolvent, reducing the bond amount
accordingly. (23:16-28.) As Defendants predicted in their opening brief on that proceeding, “In
the end, Qualcomm will spend millions to knock down every claim and, when it looks to recover
fees and costs under patent or trade secret law Gabriel will pull out its empty pockets and
disappear.” (1:26-28.) The $800,000 bonded up for Defendants’ fees will not be adequate as
either a sanction on the empty-pocketed Plaintiffs or as compensation to Defendants for their
substantial outlay in defending this baseless and vexatious lawsuit. The only way to effectuate
the intent of 35 U.S.C. § 285 and CUTSA’s § 3426.4 is to hold Plaintiffs’ counsel jointly liable .
D.

Defendants’ Requested Fees are Both Compensable and Reasonable.
1.

Defendants are entitled to collect all their attorneys’ fees—not just
those associated with the trade secrets and patent claims.

19

Although Plaintiffs have asserted multiple claims in this case, the Court has discretion to

20

award attorneys’ fees for work on all of the claims because the patent claims and other claims are

21

so commingled that it is “impossible to separately treat the evidence which was relevant and

22

material to the patent count and its defenses from the evidence relevant and material to the other

23

counts.” Monolith Portland Midwest Co. v. Kaiser Aluminum & Chemical Corp., 267 F. Supp.

24

726, 788 (S.D. Cal. 1966); see Talon, Inc. v. Union Slide Fastener, Inc. 266 F. 2d 731, 739-41

25

(9th Cir. 1959) (stating that fees are recoverable for work related to the patent claim and not just

26

based on the patent claim); See also, e.g., Order Requesting Further Briefing on Joint Mot. to

27

Resolve Discovery Dispute Re: Unjust Enrichment Theory of Damages, Doc. No. 269, 2:10-13
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(noting that surviving and terminated claims had “same factual predicate”).
2.
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Under both CUTSA and 35 USC § 285, Defendants are entitled to recover their
“reasonable” attorneys fees. To determine a “reasonable” attorney fee award, district courts
calculate the “lodestar” amount: the product of multiplying the number of hours reasonably
expended on the litigation by a reasonable hourly fee. See Hensley v. Eckerhart, 461 US 424,
433–437 (1983); City of Burlington v. Dague, 505 US 557, 561, (1992); Perdue v. Kenny A. ex
rel. Winn, 130 S.Ct. 1662, 1672–73 (2010) (noting method “has achieved dominance in the
federal courts” and “has become the guiding light of our fee-shifting jurisprudence” (quotation
and citations omitted)).
The most useful starting point for determining the amount of a reasonable fee is
the number of hours reasonably expended on the litigation multiplied by a
reasonable hourly rate. This calculation provides an objective basis on which to
make an initial estimate of the value of a lawyer's services. The party seeking an
award of fees should submit evidence supporting the hours worked and rates
claimed.
Hensley, 461 US at 433.
a.
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Defendants attorneys’ fees are reasonable.

Counsel expended a reasonable number of hours.

In total, Qualcomm incurred legal bills for 22,921.5 hours from lead trial counsel Cooley
LLP expended in the four years from September of 2008 through September of 2012. (Karr
Decl., ¶11 and Ex. E.) Qualcomm also employed licensed contract attorneys through Black
Letter Discovery, who performed 6949.5 hours of document review. (See id. at ¶ 9 and Ex. G.)
For a litigation of this magnitude and duration, these hours were both reasonable and necessary.
In this case, Plaintiffs claimed that Qualcomm had incorporated Plaintiffs’ ideas into “at
least ninety-two” U.S. and Foreign patents and claimed damages in excess of $1 billion. (Fourth
Amended Compl., Doc. No. 53, ¶ 159A.) Counsel is unaware of any other litigation involving
this number of patents. Moreover, the allegations covered more than a decade of activity. (Id. at
¶ 62, 15.).
Not surprisingly, the amount of discovery and preparation necessary to defend this case
was immense. Defendants interviewed dozens of witnesses, collected more than 12 million paper
and ESI records, and engaged in thousands of hours of document review to satisfy their discovery
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obligations.7 (Karr Decl., ¶ 11). In addition, Defendants had to review over 300,000 documents
produced by Plaintiffs. Defendants had to prepare for and take or defend almost 40 depositions
across the United States. (Karr Decl., ¶ 11). Simply put, the number of hours incurred was
reasonable and necessary.
b.

5

In deciding the lodestar amount, the Court must compare Cooley’s rates with the

6
7
8
9
10
11
12
13
14
15
16
17

“prevailing market rate of the relevant community” for comparable attorneys. Carson v. Billing
Police Dept., 470 F.3d 889, 891 (2006) (quoting Guam Soc’y of Obstetricians & Gynecologists v.
Ada, 100 F.3d 691, 696 (9th Cir. 1996)). As show in the biographies submitted herewith, Cooley
staffed this case with experienced attorneys with expertise in large, complex intellectual property
cases.

charged by Cooley attorneys in this case are lower than the rates typically charged by Hughes,
Hubbard & Reed. (Compare Karr Decl. Ex. E with Ex. D, at pp. 39 – 42).8 Black Letter
Discovery typically charged $55 per hour for review by an attorney licensed in California, and
$67 per hour for review by the project manager (Shay Logan).9 (Id. at Ex. G.) These rates are
typical for reviews of this type performed by contract attorneys admitted to the California bar.
c.

22
23
24
25
26
27
28

The resultant lodestar is objectively reasonable.

Because both the hours and billing rates were reasonable, the resulting lodestar is also

19

21

Cooley’s rates for its attorneys are lower than those charged by comparable firms

throughout California. (Karr Decl. ¶¶ 4, 5 and Exs. B, C). Indeed, it appears that the rates

18

20

Counsels’ billing rates are reasonable.

reasonable. That result is $10,244,053.00.10 Even beyond the lodestar calculation, Defendants’
7

Records reflect 106 requests for initial and follow-up witness and document custodian
interviews. (Karr Decl., ¶ 11.) In its Bond Order, the Court acknowledged the large number of
witnesses identified by the parties in early disclosures and discovery. (18:25-27.) The Court also
acknowledged both the large amount in controversy, the extraordinary number of patents
implicated by the operative complaint, and the likely expense of this lawsuit. (Id. at 16:13-16.)
8
The rates listed pages 39 – 42 of Ex. D “reflect a 10% public interest discount from HHR’s
standard rates.” (Id. at ¶18.) Moreover, they are “blended composite” rates from October 2011
through February 2012. (Id. at n.1, p.39 of 45.) Because firms generally adjust their rates at the
start of the new calendar year, this “blended composite” probably reflects an average of rates
from 2011 & 2012. The relevant rate is the rate in effect at the time of the fee application. See
Gates v. Deukmejian, 987 F.2d 1392, 1405 (9th Cir. 1992).
9
Overtime rates were higher.
10
Of that total, $10,244,053.00 is attributable to Cooley. (See Karr Decl., ¶ 7, Ex. E). The
remaining $391,928.91 is Black Letter Discovery’s bill for 6949.5 hours of contract document
review.

COOLEY LLP
ATTORNEYS AT LAW

20.

DEFENDANTS’ MOTION FOR
ATTORNEYS’ FEES
CASE NO. 08-CV-1992 AJB MDD

case
Case3:12-md-02391-RLM-CAN
3:08-cv-01992-AJB-MDD Document
document 346-16
332-1 Filed
filed10/12/12
04/04/13 Page
page26
27of
of27
28

1
2
3
4
5
6

attorneys’ fees are both reasonable and logical in the context of this litigation. As Plaintiffs
sought “an amount exceeding $1 billion,” it’s hard to see how roughly one percent of the
recovery sought would be unreasonable. Indeed, Plaintiffs cannot contend that it is. In early
2010, one of Plaintiffs’ own directors noted how expensive this case would be, stating that “[t]he
case will cost $10m all in, with half [of] that to be spent the first year.” (See Teter SJ Decl., Ex. 9
at 2.)
d.

7

Defendants also seek recovery of fees for computer-assisted
algorithm-driven document review.

8

In addition to the fees claimed above, Defendants also seek to recover $2,829,349.10 in

9

fees for document review performed by complex computer algorithm generated by San

10

Francisco-based H5. Over the course of this litigation, Defendants collected almost 12,000,000

11

records—most in the form of Electronically Stored Information (ESI). (Karr Decl., ¶ 11.) Rather

12

than review this entire volume, the parties negotiated and agreed to a set of search terms early in

13

this litigation to cull irrelevant documents from the review population. Defendants applied those

14

terms across all the ESI Defendants collected for this case. Rather than manually reviewing the

15

huge volume of resultant records, Defendants paid H5 to employ its proprietary technology to sort

16

these records into responsive and non-responsive documents.11 (Id. ¶10.) The H5 algorithm

17

made initial responsiveness determinations for more than one million documents. Had Qualcomm

18

employed attorneys to review that volume of documents, the result would have been far more

19

time-consuming and no less expensive. Because Defendants would seek compensation for that

20

traditional, attorney-driven responsiveness review, it is reasonable for the Court to award the fees

21

charged to Defendants by H5 for developing and employing a first-level document review

22

algorithm.

23

IV.

CONCLUSION.

24

This was not a case of two reasonable parties bringing a bona fide dispute to the Court.

25

Defendants knew that all along, and the Court candidly said as much more than two years ago in

26
27
28

11

This process was not redundant of the human review performed by Black Letter Discovery
discussed supra. Black Letter Discovery’s attorneys reviewed those documents already deemed
responsive by the H5 algorithm and checked them for confidentiality, privilege, and relevance.
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the Bond Order.

The law allows this Court to sanction parties and their counsel for their bad

faith pursuit of a meritless case and for litigation misconduct. It’s hard to think of a more
appropriate set of circumstances to levy such a sanction. The Court should find Plaintiffs and
their lawyers jointly and severally liable for $13,465,331.01—the reasonable attorney fees
accrued by Defendants in systematically dismantling this meritless lawsuit.

6
7

Dated: October 12, 2012

RESPECTFULLY SUBMITTED,
COOLEY LLP
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/s/ Jeffrey S. Karr
STEVEN M. STRAUSS (sms@cooley.com)
JOHN S. KYLE (jkyle@cooley.com)
TIMOTHY S. TETER (teterts@cooley.com)
JEFFREY S. KARR (jkarr@cooley.com)
Attorneys for Defendants
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Forrest, Esq.
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As Director of the ILS’ eDiscovery Analytics Group, Doug manages the teams of
lawyers and consultants as well as the processes by which we train our Ai-based document analytics systems to
programmatically find issue relevant documents from Defense productions. Doug also manages ILS data mining
initiatives producing for our clients analysis on missing custodians, potential discovery abuse, efficacy of search
terms, and various other data analyses. In addition, Doug is heavily involved in negotiating protocols and validation
methodology for Defense-side use of predictive coding for their productions – in other words, keeping them honest.
In addition, Doug assists Plaintiffs’ counsel with planning best strategies and practices to obtain and produce
plaintiff electronic discovery in conformance with current rules of civil procedure and case law.

case 3:12-md-02391-RLM-CAN document 346-17

filed 04/04/13 page 3 of 3

As a lawyer and an information technology professional at our plaintiff eDiscovery firm, Doug brings unique
multidisciplinary experience to his practice, assisting counsel with surmounting technical challenges across the entire
eDiscovery process, including:







Understanding the totality of Defendants’ relevant discoverable data;
Drafting eDiscovery requests;
Negotiating e-production issues;
Conducting effective eDiscovery;
Preparing for technical deposition and finally providing expert support for presenting ESI issues to courts and
discovery referees.

Doug has been involved with legal technology in a wide variety of contexts for over 25 years, beginning with his
experience as an attorney at Cravath, Swaine & Moore with Aquarius, which was the first large-scale implementation
of computerized litigation support on the IBM antitrust cases.
As Director of Litigation Services at Legal Information Technology, Inc., Doug was instrumental in introducing imaging
and coding to AmLaw at over 100 law firms and pioneered integrating imaging with legacy systems such as BRS.
As a systems architect, application designer and programmer, Doug created:



Case management, litigation support and document repository systems (including WIDE and LIT CaseWorks for
Lotus Notes)




SaaS knowledge management applications (including LexisNexis Total Alerts and LexisNexis Clipper)
eDiscovery and production operation systems

As a Chief Technology Officer, Doug has designed Knowledge Management (KM) based systems and consulted for a
wide range of technology based litigation support projects. He also served as the eDiscovery Services Manager for
the Professional Services Division of Guidance Software, the creators of EnCase, the best known and most widely
used forensic and enterprise eDiscovery software.
Doug earned his B.A. degree from Antioch College and his J.D. degree from Stanford University where he also
served as a Note Editor of the Stanford Law Review.
Contact Douglas E. Forrest, Esq. for more information about his role in plaintiff electronic discovery.
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