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Pursuant to Vaccine Rule 15, Merck & Co., Inc. {“Merck”) files this
motion for leave to proceed as an interested party. in connection with the currently
pending Omnibus Autism Proceeding, Petitioners filed a Motion seeking issuance of a
subpoena for documents from non-party Merck. Special Master George L. Hastings
directed Merck to submit a response to that subpoena, which Merck now submits
contemporaneously with this Motion. Accordingly, Merck requests that this Motion be

granted and the accompanying papers accepted for filing.
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November 14, 2003

Vid HAND-DELIVERY

Clerk

United States Court of Federal Claims
717 Madison Place, N.W.
Washington, DC 20005

RE:  In Re: Claims for Vaccine Injuries Resulting in Autism
Spectrum Disorder, Or A Similar Neurodevelopmental
Disorder v. Secretary of Health and Human Services

Dear Clerk:

Enclosed for filing in the above-referenced case please find the original
and three copies of:

(1} Motion for Leave to Proceed As An Interested Party,

(2) Non-Party Merck & Co.’s Response to Petitioner’s Motion
to Issue Revised Third Party Subpoena, plus Exhibits; and

(3} Non-Party Merck & Co.’s Motion for Information Re
Discovery To Date.

Please accept the original and two copies for filing, and return a date-stamped copy to me
via the waiting messenger.

Thank you for your assistance.

Very truly yours,

RS B
%:’m g \(ﬂ"?/\

Maria E. Rodrigucy

MER/mab

Enclosure

cet Special Master George L. Hastings (w/Encl.)
Vincent Matanoski (w/Encl.)
Ghada Anis (w/incl.)
Michael L. Williams (w/Enct.)

RA2DOCS 14230328

MARYIAND  VIRGINIA  WASHINITON, T30



N THE UNITED STATES COURT OF FEDERAL CLAIMS
OFFICE OF SPECIAL MASTERS

IN RE: CLAIMS FOR VACCINE *
INJURIES RESULTING IN AUTISM %
SPECTRUM DISORDER, OR A SIMILAR *  Autism Masier File
NEURODEVELOPMENTAL DISORDER, *

E

»  NON-PARTY MERCK & CO.’S

«+  RESPONSE TO PETITIONER’S

Various Petitioner(s),

V. ¥ MOTION TO ISSUE REVISED
* THIRD PARTY SUBPOENA
SECRETARY OF HEALTH AND *
HUMAN SERVICES, *
*
Respondent. *
*
*************************
INTRODUCTION

Merck & Co., Inc. (“Merck™) files this Memorandum in Opposition 1o
Petitioners’ Motion io Issue Revised Third Party Subpoena (the “Motion”). In thetr
Motion, Petitioners have asked the Special Master to authorize the issuance of a subpoena
that would direct Merck to produce the Product License Application (“PLA™) for Merck’s
Recombivax HB vaccine, as well as numerous other categories of documents.‘

As shown below, the requested subpoena should not issue because it
would contravene the National Childhood Vaccine Injury Act, 42 U.8.C. §§ 300aa-10
et seq. (1991 & Supp. 2002) (the “Vaccine Act” or “Act™), in terms of both the Act’s

objectives and its specific terms, Copgress has mandated that a precondition for Vaceine

e

! In addition to the PLA for Recombivax HB, the subpoena seeks production of 1) documents

related to a) “the human of animai health effeets” of thimerosal and ethy! mercury; b) “the
neurological ot peurodevelopmental human or anitmal health effects of the Recombivax HB
vaceine or of any of its components. including all formulations of the product;” ¢} “the human and
animal heatth effects of any preservatives, biocides, fungicides, adjuvants, gtabilizing agents, and
dituents used in any formulation of Recombivax HB;” and 2) documents involving
communications between any persons at Merck and government agencies or employees. See
Detitioners” Revised Request for the Production of Documents {“Subpoena™).



Court discovery is that the Special Master find it “reasonable and necessary” to him or
her. This Hmitation should apply with special force whesn the requested discovery sweeps
broadly and is directed at a vaccine manufacturer, the very entity that the Vaccine Act
intended to insulate from litigation, For the Special Master to find that he “needs” the
requested discovery here would violate that congressional mandate, Accordingly,
Petitioners’ Motion should be denied.
ARGUMENT

No court has ever adjudicated whether Congress has granted the Special
Master power {0 approve issuance of a subpoena to a vaceine manufacturer. Even
assuming such authority does exist in limited circumstances, it clearly is absent here.
1. {ssuance of the Subpocna Would Violate the Vaccine Act’s Objectives of

Redueing Litigation Burden for Vaccine Manufacturers and Streamiining
Procedures.

Jssuance of the subpoena requested in Petitioners’ Motion would be
contrary to Congress’ desire, as expressed in the Vaccine Act, to safeguard the nation’s
vaceine supply by protecting vaccine manufacturers. One of Congress’ primary goals in
enacting the Vaccine Act was 10 alleviate vaccine manufacturers from the burdens of
litigation, which Congress found to be driving those manufacturers out of the business of
producing vaceines. See Lowery v. Secretary of the Dep’t of Health & Human Servs.,
189 F.3d 1378, 1381 (Fed. Cir. 1999) (noting that “Congress instituted [the vaccine]
compensatory program wecause the traditional civil tort actions against vaccine
manufacturers were producing andesirable results . . .”7). Congress 1eco gnized that the
cost of vaccine-related litigation had reduced significantly the number of manufacturers
willing to sell childhood vaceines, “making the threat of vaccine shortages 2 real

possibility.” HR. 99.908 (P.L. 99-660), at 5, reprinted in 1986 U.S.C.C.AN. 6344,

22-
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£346. Therefore, because “the high cost of litigation and difficulty of obtaining insurance
was undermining incentives for vaccine manufacturers to remain in the vaccine market,”
Congress afforded the manufacturers reliel by enacting the Vaccine Act. Lowery, 189
F.3d at 1381
Through the Vaceine Act, Congress established the Vaceine Court, which
is a unique forum, with unigue rules, serving a unigque public interest. One of Congress’
objectives for the Vaceine Court was 10 streamline procedures. For example, Congress
directed that the rules for Vaccine Court were 10! “provide for a less-adversarial,
expeditious, and informal proceeding,” 4208.C. § 300aa-12(d)2HA); “include flexibie
and informal standards for the admissibility of evidence,” 42 U.S.C. § 300aa-12(dX2)B):
and “include the opportunity for parties 10 submit arguments and evidence on the record
without requiring routine use of oral presentations, oral examinations, of hearings.”
42 U.8.C. § 300aa-12(d)}(E)-
Congress’ desite for strearnlining applied specifically 10 the determination
of causation, the only matter at issue in this Omnibus Proceeding. Congress gxpressed a
preference for use of independent medical experts, not unfettered non-party discovery, as
the most efficient method for conducting this inquiry. The House Report explains:
{Tlhe Masters may. in some cases, be well-advised to retain independent
medical experts to assist in the cvaluation of medical jssues associated

with eligibility for compensation and the amounts of compensation to be
awarded. In cases where petitioners assert & theory of vaccine causation

of injury and respondents claim other causation, the Master may find it
most expeditious 1o receive outside advice rather than attempt a full
adversarial proceeding on the questions of causation, The Act authorizes
such action by the Master and the Committee would encoutage its use as

appropriate.

H.R. 101-247 (P.L. 101-239), at 513 {1989), reprinted in 1989 U.S.C.C.AN. 1506, 2239,

-
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Thus, when Congress cstablished the Vaceine Court, it explicitly sought to
“yeplace the usual rules of discovery in civil actions in Federal courts” (H.R. 99-908 (P.L.
59-660), at 16-17 {1986), reprinted in 1986 U.S.C.C.ANN. 6344, 6357-58), and expressed
the goal of “encouragling) the continued availability of important childhood vaccines by
relieving the manufacturers of these vaccines from the wurdensome costs of litigation
imposed by vaccine-related negligence actions.” Thomas v. Secretary of the Dep’t of
Health & Human Servs., 27 Ped. C1. 384, 387 (Fed. ClL Ct. 1992).

To permit broad discovery from a vaccine manufacturer would be exactly
contrary to what Congress intended the Vaccine Actto accomplish. If Petitioners are
allowed to conduct such discovery, not only will vaccine manufacturers not be spared the
burden that Congress intended to spare them, the Act will become a vehicle for
increasing burdens on vaccine manufacturers, who would have to participate in discovery
not just in the civil cousts, but in this forum as well, In short, by creating more, rather
than fewer, burdens on vaceine manufacturers, issuance of the subpoena would turn the
Vaccine Act on its head.

iL {ssuance Of The Subpoena Would Violate The Discovery Restrictions That
Congress Put Into The Vaccine Act.

Consistent with its objectives, Congress made cleat that discovery in the
Vaceine Court was available only under limited circumstances. As shown helow, those
circumstances are not present here.
A. To the extent that the Special Master may ever approve issuance ofa

subpoena to a vaccine manufacturer, the circamstances under which
he may exercise such authority are severely limited.

Petitioners admit that they are sot entitied to “discovery as a matter of

right {as] in civil litigation under the federal or state rules of procedure.” Motion at 7.

BA2DOCS1/#2206689 vI



The closest the Act comes to authorizing non-party subpoenas appears at § 300a2-
12(d)(3)(B), which simultaneously Hmiis such discovery by providing that:
In conducting a proceeding on a petition, a special master . . .

(ii}) may require . . - the production of any documents as may be
reagsonable and necessary.

(Emphasis added.) Congress alse specified that the Vaccine Court rules were (o “provide
for limitations on discovery and allow the special masters to replace the usual rules of
discovery in civil actions in the United States Court of Federal Claims.” 42 U.s.C
& 300aa-1 2(}2)(E). Vaceine Rule 7(c), in twm, states that “[wlhen necessary, the
special master upon request by a party may approve the issuance of 2 subpoena.”
(Emphasis added.)

Congress made clear that “necessary” as used in the Vaccine Act and in
Vacecine Rule 7 means necessary 10 the Special Master: “The Act provides the Master
with powers to require such evidence as he or she may need to determine whether
compensation should be awarded .. .." H.R. 101-247 (P.L. 101-239), at 512-13 (1989),
reprinted in 1989 U.S.C.C.AN. 1906, 2238-39 {emphasis added); see also H.R. 99-908
(P.L. 99-660), at 17 (1986), reprinted in 1986 U.S.C.C.AN. 6344, 6357-58 (“Other tharn
the discovery specifically described as the prerogative of the Master, there is to be no
other discovery in a compensation proceeding”). The statute provides: *“There may be
no discovery in a proceeding on a petition other than the discovery required by the
special master.” 42U08.C. § 300aa-12(d{2)(B).

By insisting that the Vaceine Court rules include “limitations” on
discovery (42 US.C. § 300aa-12()(2)(E)) and that discovery be allowed only where
“necessary” (42 U.S.C. § 300aa-12(d)(3)(BYiii)), Congress clearly intended that

discovery was not to proceed in the usual permissive fashion under, for example, the

5.
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Federal Rules of Civil Procedure, which allow discovery of “any matter, not privileged
that is reasonably likely to lead to the discovery of admissible evidence.” This discovery
limitation fotlows naturally from Congress’ desire for a simplified, non-adversarial
approach to fact development. In short, the standard for discovery in the Vaccine Court
is much more rigorous.

In order to approve issuance of a subpoena, therefore, the Special Master
must do more than conclude that the requested subpoena describes documents that, if
searched for and found, could be relevant or useful to Petitioners. Instead, for each
aspect of the discovery sought, the Special Master must find a specific reason why the
discovery is “necessary” to his ability to adjudicate the causation issue and why the
requested discovery should be had from Merck. Petitioners must articulate why the
Special Master, after duly considering and weighing the available data, would find it
insufficient for purposes of the informal approach to Vaccine Court decisionmaking, and
concliude that further discovery is “neccssary.” Accordingly, Petitioners should have to
explain what they have available to them to prove causation, what the gaps are in their
case, why they need the requested materials, and why they have to get those materials
from a non-party. In the special case of a non-party vaccine manufacturer, an important
next step follows: the Special Master must weigh Petitioners’ showing against the

Congressional purpose of sparing the manufacturers the burdens of litigation. 2

? Petitioners offer no standard for the Special Master to apply in determining necessity. Although

Petitioners cite authorities in their Motion, none of them arises in the Vaccine Act setting and
therefore none of them interprets the discovery standard of the Vaccing Court,

6=
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Obviously, Petitioners would prefer to pursue all sources, without any
regard for the cost to those sources, and gather all potentially relevant documents. But
that is precisely what Congress sought to prevent when it esteblished the Vaccine Court.
Notably, Congress provided that a Vaccine Court determination was not binding and
gave petitioners the right to reject 2 Special Master’s finding and pursue their claims in
state and federal courts of general jurisdiction, where the rules of those fora would apply.
In this forum, however, Congress rejected the no-stone-unturned approach to discovery,
by providing for a streamlined process and not a costly fishing expeé‘-i)‘.ion.3

B. Petitioners have not shown that issuance of the subpoena is
“pecessary.”

As set forth above, the burden on Petitioners to make a showing of
necessity, as that term should be interpreted under the Vaccine Act, is very high. Here,

measured against that standard, Petitioners’ showing falls far shost.

The approach o discovery that Petitioners advocate carries the potential for abuse. Many of the
attorneys for Petitioners are actively pursuing litigation against Merck and other vaccine
manufacturers in civil court. By cxtracting discovery from a vaccing manufacturer here,
Petitioners’ counsel can use the Vaccine Court as a vehicle for the ulterior purpose of preparing
themselves for that other litigation. The Special Master should not lose sight of the fact that, as
originally drafted, the proposcd subpoena contained requests that were patently irrelevant to any
issue in this omnibus proceeding and, perhaps not coincidentatly, mirrored themes that the
plaintiffs’ bar has suggested that it may pursue in the courts of general jurisdiction. For example,
the requested subpoena at first sought information about:

product packaging, . . . [including documents about] the relative costs, expenses or any other
financial factor relating to 2) the use of muiti-dose vials versus single-dose vials, b) the use
of single-dose pre-filled syringes, ¢} the use of preservatives . . ..

{Request for Production of Documents: Merck & Cormpany, Incorporated, attached to Motion to
Issue Third Party Subpoena, filed October 7, 2003, at 4, attached as Exhibit D.) Although that
request for costing and other financial information now has been excised from the subpoena under
consideration, the fact that it was ever included at all, despite the absence of even a pretense ofa
relationship to causation, reveais that the desire for discovery in this forum may be motivated not
by “necessity” for purposes of the causation determination, but by the desire of
Petitioners’/Plaintifis’ counsel to get a jump on manufacturer discovery for use in subsequent civil
litipation.

S7-
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1. Merck is entitled to information regarding other material
made available to the Special Master.

To determine if an additional piece of information is necessary, logic
dictates that consideration be given to what is already available. Petitioners and the
Special Master have access 10 information provided by Respondent through the discovery
process. Merck is not privy to and has no way of ascertaining precisely what discovery
Respondent has made available, Therefore, asa preliminary matier, Merck is unfairly
disadvantaged in defending its interests in this motion. Similarly, Merck needs to know
in more detail how the discovery process has unfolded in order to assess and address
Petitioners’ complainis regarding delays in discovery. By separate Motion, Merck asks
for more information on these subjects. At this junciure, Merck requests that, before the
Special Master rules on Petitioners’ Motion, Merck be granted both (1) access to
deposition transcripts, documents and interrogatory answers pertinent to thig proceeding
and (2) an opportunity to make any further arguments based on the information learned as
a result.

Merck has reason to believe that this information would be relevant to the
question of the necessity of the materials sought from Merck. At the inception of this
Omnibus Proceeding, Petitioners issued document requests to Respondent that were
extremely broad in nature. Among the fifteen categories of documents that Petitioners
requested were “s1i documents that . . . relate to DPT, DtaP, HIB, Hepatitis B, and MMR
vaceines, as well as Rhogam (a thimerosal containing product) and other thimerosal-
containing products, as they relate to the development of autism spectrum disorder, PDD,
gastrointestinal and neurological problems.” (Document Request 2, Petitioners’
Interrogatories and Requests for Production of Documents, filed August 2, 2002, at 18,
attached as Exhibit A.) Petitioners also sought access to data from VAERS, the Vaccine

8-
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Safety Datalink, MEDWATCH, and the National Health Interview Surveys. (Requests
No. 4-7.) In his November 7. 2003 Autism Update and Order (attached as Exhibit B), the
Special Master noted that “the respondent has now essentially finished compliance with
all of the petitioners’ initial set of Requests for Production” {except for the PLAs and
unpublished study data).

Petitioners also apparently have access to something calied the Thimerosal
Screening Analysis. (November 7, 2003 Autism Update and Order at 2.) In addition,
Merck knows that Petitioners have requested a deposition of a CDC representative and
are seeking to obtain documents from the CDC concerning the so-called “Stehr-Green
study.” (Id. at 2-3.) In other words, Petitioners have received and reviewed (and
continue to receive and review) great quantities of documents (“many thousands of
pages” according to the September 24, 2003 Autism Update and Order, attached as
Exhibit C), all of them presumably relating to causation.

Thus, it is obvious that substantial information has been made available to
Petitioners and the Special Master. Given the very limited circumstances under which
Congress made non-party discovery available in the Vaccine Court, and the ignorance
under which non-party Merck is operating with respect to what discovery Petitioners
already have received, it would be grossty unfair to ask Merck to address Petitioners’
motion without giving Merck access o information that will allow it to argue why the

additional information Petitioners seek is not necessary.

BAZDOCS 42260689 v2



2. The discovery Petitioners seek is not necessary even
without regard for the other information available to
the Special Master.

Although Merck is entitled to buttress its case by reference to discovery
already made available to the Petitioners and the Special Master, Petitioners’ showing of
necessity is deficient even without regard for that material.

The documents that Petitioners ask the Special Master to deem necessary
can be described as falling into one of two categories: 1) PLA documents, for which
Petitioners have at least attempted to articulate a need; and 2) other documents, for which
Petitioners have not made such an attempt. Merck addresses these two categories in turn.

(a) PLA documents.

Petitioners seek to subpoena from Merck the identical PLA documents
that the FDA has been in the process of making available to them for the past eleven
months. (Subpoena at A (“This request is intended to encompass all documents
responsive to petitioners’ carlier discovery request to the FDA .. 7). T his is the only
category of documents for which Petitioners attempt to show a need. With respect to
them, Petitioners complain that getting the PLA documents from the FDA is a slow and
cumbersome process and they attribute that shuggishness to Respondent’s need to redact
trade secret information from the PLA documents prior to producing them. Petitioners
say nothing more about their “need” to obtain the PLA documents from Merck.
Petitioners’ theory has multiple flaws.

First, Petitioners ignore the fundamental principle -- more applicable in
this Vaccine Court setting even than it is in the regular civil courts -- that non-party
discovery is not necessary when the requesting party has an available alternative for

obtaining the desired documents that it has not exhausted, but merely wants to avoid.

-10-
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See, e.g., Haworth, Inc. v. Hermana Miller, Inc., 998 F.2d 973, 978 (Fed. Cir, 1993)

(holding that the district court properly denied a motion to compe! non-party production
of docurments where the requesting party had not sought discovery from a party before

burdening the non-party); Carl Zeiss Stiftung v, V.E.B. Carl Zeiss, Jena, 40 F.R.D. 318,

328 (D, D.C. 1566) (refusing to order non-party production where the documents were

svailable from other sources). See also Anker v. G.D. Searle & Co., 1 26 F.R.D. 515,

522 (M.D.N.C. 1989) (party must show mor¢ than “general relevancy” in order to compsl

discovery from a non-party); Westinghouse Electric Corporation v, Carolina Power and

Light Co., No. 91-4288, 1992 WL 370097, at *3 (E.D. La. Nov. 30, 1992) (same). Here,
Petitioners’ ability to obtain the PLA documents from Respondent shows that the
subpoena 1s not necessary.

Second, that the current process is slow and ungainly does not make
discovery from non-party manufacturers -- who, again, are the very entities whom
Congress sought to protect when it enacted the Vaccine Act - necessary, and Petitioners
can cite no authority to the contrary.

Finally, Petitioners’ complaints about delay from trade secret redaction
fail to account for the likely utter irrelevance of the information being redacted.
Petitioners have not explained what information they need from the PLAs that is even
relevant -~ let alone “necessary’ -- to the causation issue in this proceeding; whatever it
may be, it surely is not in the PLA documents that contain trade secrets, require redaction
and, therefore, cause the “delays™ of which Petitioners complain. In contrast, the clinical
data in the PLASs relating to safety of the vaccines in humans typically require little
redaction. Thus, Petitioners could propose that Respondent first malke available to them

the clinical documents in the relevant PLAs, which would substantially minimize the

i1~
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“slow and cumbersome” features of which they complain. In fact, Merck understands

that Respondent is beginning to do this with Recombivax, the PLA at issue in this
subpoena, and shortly will begin producing to Petitioners those portions of the
Recombivax PLA as to which there is no redaction dispute, rather than awaiting
completion of the redaction process for the entire PLA.

Alternatively, Petitioners could simply agree to allow Respondent to
produce the documents with the redactions that Merck has presented to the FDA. In the
extremely unlikely event that a piece of information relevant to the proceedings appears
to have been redacted, Merck, Petitioners and Respondent could examine the material in
guestion and work toward a solution. Moreover, in any production that Merck would
make pursuant to a subpoena, Merck would redact its trade secrets and other confidential
information anyway. (See Part IV, infra.) As far as speed and access to information are
concerned, therefore, the alternative of allowing Respondent to produce the documents
with Merck’s proposed redactions would put Petitioners in essentially the same position
they would be in if they obtained the PLA documents directly from Merck.*

(b) Other documents.

In addition to the PLA documents, Petitioners seek (1) documents relating
to Merck’s communications with various government agencies (Subpoena at C) and
(2) what Petitioners call “product safety research” documents. (Id. at B).

Petitioners do not even attempt to articulate why this discovery is
“necessary.” Instead, they just state that “[i}t is also likely that the vaccine manufacturers

have information about the health and safety attributes of their products, that the

Merck has already provided the FDXA with its redactions for the Recombivax PLA at issue in the
requested sabpoena. Those two alternatives -- production of undisputed pages {which is likely to

-12-
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respondent does not have.” (Motion at 3.) As shown above, Petitioners must show much
more than the potential for relevance. Here, they have made no attempt to provide a basis
upon which the Special Master could find that these documents are necessary to him.

Even if Petitioners had tried to carry their burden, they would not be able
to do se. Documents related to Merck’s communications with federal agencies
(Subpoena at C) are available from and, presumably, have already been provided by,
Respondent, (See Request 13 of Petitioners” Requests to Respondent at 22, “all
correspondence of any kind, emails, memos, letters, reports, etc., exchanged between the
government and any vaccine manufacturer, any health and/or medical agency, or
international organization in any country related to MMR, thimerosal, or any other
preservative in any vaccine.”) Given that the Special Master already has these
documents, it is difficult to imagine how it might be “necessary” that the Special Master
get them again from Merck. Moreover, even if those documents were not already
available to the Special Master, Petitioners have not explained why the documents might
be necessary for the Spectal Master to render a dectsion regarding causation.

With respect to “product safety research” documents (Subpoena at B),
Petitioners fail to even attempt a showing of necessity. Again, it is difficult to imagine
how they could make such a showing, since alf relevant information accessible by the
Special Master for purposes of his determination is part of the necessity calculus. A great
deal of data in the pubhc record addresses the causation issue. For instance, the
following epidemiological data is readily available:

e Hviid, A, et al., Association Between Thimerosal-Containing Vaccine
and Autism. J4MA4 (2003); 290; 13: 1763-1766.

exclude only irrelevant information) and production with Merck’s supplied redactions -- therefore
are readily available and, in fact, the first alternative may already be under way .

-13-
BA2DOCS 1226689 v2



s Madsen, K, etal, Thimerosal and the Qccurrence of Autism:
Negative Ecological Evidence From Danish Population-Based Data.
Pediatrics (2003); 112; 3: 604-606;

e Stehr-Green, P., et al., Autism and Thimerosal-Containing Vaccines.
Am J. Prev, Med. (2003); 25(2): 101 - 106.

e Versiraeten, T., et al., Safety of Thimerosal-Containing Vaccines: A

Two-Phased Study of Computerized Health Maintenance QOrganization
Databases. Pediatrics (2003); 112; 5 1039 - 1048.

« Fombonne, E., The Prevalence of Autism. J4MA4 (2003); 289; 1: 87-
g9,

e Yeargin-Allsopp, M., et al., Prevalence of Autism ina U.S.
Metropolitan Area. JAMA (2003); 289; 1. 49 - 585.

Similarly, the following toxicological reports are publicly available:

o Clarkson, T., et al., The Toxicology of Mercury -- Current Exposures
and Clinical Manifestations. New England Journal of Medicine
(2003); 349; 18: 1731 - 1737.

e Magos, L., Reviewing on the Toxicity of Ethylmercury, Including its
Presence as a Preservative in Riological and Pharmaceutical Products.
Journal of Applied Toxicology (2061); 21: 1-3.

e Magos, L., The comparative toxicology of ethyl- and methylmercury.
Arch Toxicol (1985); 57: 260-267.

e Pichichero, M., et al. Mercury concentrations and metabolism in
infants receiving vaccines containing thimerosal: a descriptive study.
The Lancet (2002); 360: 1737-1741.
s Myers, G., et al, Secondary Analysis from the Seychelles Child
Development Study: The Child Behavior Checklist. Environmental
Research (2000); 84; 12 - 19.
Petitioners have not even attuded to any of this information, which is only
a portion of the seientific data that is in the public record. To satisfy their burden,
Petitioners would have to explain why the Special Master might conclude 1) that the

literature cited above (in addition to materials produced to date) are insufficient to make

the non-binding, non-adversarial determination contemplated by the Vaccine Act; 2) that

-14-
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an indispensable and specific piece of the causation puzzle necessary for that

determination is missing from this data; 3) that further discovery for that carefully
identified missing puzzie picce is “necessary;” and 4) that the puzzle piece is 80
indispensable that to ask Merck — a company that employs over 50,000 people and has
made many vaccines over many years — to search its files for that missing piece would
not violate Congress’ intent to protect the vaccine supply by sparing vaccine
manufacturers the burdens of litigation. In short, Petitioners must do much more than
make the casual and gencral observation that it is “likely that the vaccine manufacturers
have information about the health and safety attributes of their products.” Their failure to
do so here is fatal to therr motion.
IEL. It is Unreasonable To Single Out Merck For Discovery.

Petitioners have not proffered any rational basis upon which the Special
Master could conclude that he “nceds” the requested categories of documents from
Merck, but not from the other vaccine manufacturers whose products are at issue in this
proceeding. Nonetheless, Petitioners have singled out Merck and have moved for an
order authorizing issuance of a subpoena directed only to Merck. In the absence of any
reasonable basis for imposing only on Merck the expense and burden of complying with
a subpoena, the Special Master would be acting arbitrarily and without a reasoned basts

in granting Petitioners” Motion. See, e.g., Rupert v. Secretary of the Dep’t of Health &

Human Servs., 55 Fed. C1. 293, 299 (Fed. Cir. 2003) (stating that the special master’s
failure to articulate a reasonable basis for the master’s decision rendered the decision

. 4 ' 5
arbitrary and capricious).”

Moreover, while Petitioners claim that “the discovery delays created by interposing respondent
and its client agencies as an intermediary between the vaccine manufacturers and the petitioners”

-15-
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V. Merck Has A Right to Redact Trade Secret Information From Its
Documents.

Petitioners argue that the current process by which PLA documents arc
produced to them by the FDA is “slow, cumbersome and costly.” (Motion at 3).°
Therefore, Petitioners seek both (1) to sliminate the middle-man, as it were, by by-
passing Respondent and obtaining the PLA documents directly from Merck, and (2) to
fo%ce Merck to turn over the documents without redacting its trade secrets, and with only
a confidentiality order in place to protect it. As set forth above, Merck objects to
producing the documents at all, and believes that the availability of the PLA docaments
from a party, even following a “cumbersome” process, makes issuance of a subpoena not
necessary. Even more importantly, however, Merck maintains that it should not be
forced to divulge its trade secrets, even with a protective order in place, and that if it has
to produce the PLA documents, it is entitled to redact trade secret information from the
documents prior to doing so.

A, Petitioners have no right to receive irrelevant trade secret
information,

As noted earlicr, the vast majority (if not ail) of the trade secret
information contained in the PLAs is irrelevant to Petitioners. Under no authority or
circumstance {even outside the Vaccine Court setting) is a party entitled to production of

irrelevant material. See Duplan Corporation v. Deering Mithiken. Inc., 397 F. Supp.

1146, 1185 (D.S.C. 1974) (parties seeking production of trade secret information must

establish its relevancy and “[i}n doubtful situations, production will not be ordered™).

are the reason that they seek discovery from Merck (Motion at 4), they are further delaying the
discovery process by taking this seriatim approach to the issuance of subpoenas,

Contrary to Petitioners’ assertions, the FDA and Merck have npt conducted “collateral litigation
over the legitimacy of the non-disclosure designations.” (Motion at 4.) Merck and the FDA have
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BAZDOCSHH220089 v2



Therefore, unless and until Petitioners can articulate a reasoned argument why Merck’s
trade secrets are relevant to the narrow causation issue in this proceeding, Merck has no
obligation to produce its trade secrets, which means that it has the right to redact trade
secret information from the PLA and/or withhold certain portions of it.

B. Only redaction, and not mere entry of 2 protective order is sufficient
to safeguard Merck’s interests.

Merck’s trade secrets are among its most valuable assets. By imposing on
government agencies the requirement that they purge trade secret information from PLAs
prior to making them public, Congress has recognized as much and acknowledged the
importance of safeguarding the fruits of manufacturers’ research and development
efforts. Now, Petitioners want Merck to put those assets at risk and divulge its trade
secrets without a showing that they are in any way “necessary” to this proceeding.
Notably, the trade secrets that might be in jeopardy here belong to vaccine manufacturers,
whom Congress, for reasons of public health, has expressed a desire to protect, and seen a
need to provide with incentives to remain in the market.

Like the proverbial bell that once rung cannot be unrung, a trade secret
loses valye once it is no longer sccret. Even as a result of simple and excusable
inadvertence, confidential information that has been produced pursuant to a protective
order can — and too often is — divulged. That parties to a protective order are subject to
the contempt powers of a court offers little comfort. What good is it to a manufacturer
whose prized trade secrets become known to its competitors that someone mi ght be held

in contempt, or a fine imposed?

collaborated in identifying those portions of the PLAs that require redaction and, to this point,
have resolved any disagreements regarding the redactions.

-17-
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Petitioners do not dispute that all of the information that Merck seeks to

redact from the PLA documents is protected trade secret information. Neither do

etitioners dispute that the trade secret information in the PLAs is irreievant to
determining causation. Since Petitioners have not even attempted to argue that the
Special Master 