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UNITED STATES DISTRICT COURT

FOR THE EASTERN MISTRICT OF PERNNSYLYANIA

Umted States of America ax rel., Civil Action Ne, 10-4374 (CDN)

Stephen A. Krahling and Joan A -

Wiachowski,
AMENDED COMPLAINT FOR

Plainti(is, VIOLATIONS OF THE FEDERAL FALSE
CLAIMS ACT v
v, F l L E: D
Merck & Co., Inc. JURY TRIAL DEMANDED APR 27 2012
MICHAEL £,
_Defendant. &)’Mf’p&é?%

Stephen Krahling and Joan Wilochowski bring this gud tam action as Relators on hehalf ol
the United States against their former employer, Merck & Co., Ine. ("Morck"}, under the False
Claims Act, 31 U.S.C. 4§ 3729.3732 and allege -- upon knowledge with tespect to their own
acts and (hose they personally witnessed, and upon information and belief with respect 1o all
other matters -« as follows:

INTRODUCTION

L. Thas case s about Merck's clforts for more than a decade to defraud the United
States through Merck's ongoing scheme to sell the government & syumgps vacoine that i5
mislabeled, misbranded, adulterated and falsely cortifind as having an ¢fficacy rate that s
significantly higher than # actuslly is.

2. Specifically, in an effort to maintain its exclusive license o sell the vaccine and
its monopoly of the VLS. market for mumps vaceine, Merck has fraudulently represcated and

contnues to falsely ropresent in its labeling and clsewhere that its mumps vaccine has an
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efticacy rate of 95 percent or higher. This is the efficacy rate on which Merck’s original
government approval for the vaccine was based more than forty years ago. In truih, Merck
knows angd has taken aflirmative steps to conceal - such as by using improper testing techniques,
falsifying test data in & chnical frial, and violating multiple duties of government disclosure -
that the cfficacy rate of Merck's mumps vaccine is, and has been since at keast 1999, signficantly
Tower than this 95 porcent rate,

3. Retators Krahling and Wlochowski were employed as virologists in the Merek labs
that performed this fraudulent efficacy testing, They witnessed firsthand the improper testing

and data Galzification in which Merck engaged {0 conceal what Merck kaew gbout the vaceine's

diminished efficacy. In fact, their Morck superiors and senlor Merck managemont pressured

them o particepate in the traud and subsequent cover-up when Relators objected to and tried to

S1op it

4, As g result of Merck's fmudulent schome, the United Siates has over the last
decade paid Morck hundreds of millions of doeliars {or a vaccine that docs not provide the
efficacy Merck claims it provides and does not provide the public with adequate immunization,
Had Merck complied with its multiple duties of disclosurs and reported what it knew of the

vaceme's divmimished efficacy -- rather than engage in fravd and concealment — that information

would have affected (or surely had the potential to affect, which is 8il the law vequires) the
governmoent's decision to purchase the vaccine. However, since the governmment was not fully
wmformed, it did not have the opponunity to copstder ifs oplions, inchsding not purchasing the
vacsing from Merck, paying less, requiring a labeling change, requiring additional testing, oz

prioritizing development and approval of a tew vaceine from Merek or another manufacturer.

]
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3 Merel's failure (o disclose what it knew about the diminished efficacy of 1s
muraps vaceing has caused the government W purchase mislabeled, misbranded, adulterated msd
falscly cortified vaceines in violation of Merck's contract with the Centers for Disease Control
{"CNDCs and m violation of te law.

6. As the single largest purchascr of childiood vaceines {accounting for more than
3 percent of all vaccine purchases}, the United States is by far the largest financial victim of
Muorck’s traud. But the nitimate victims here are the millions «f children who every year are
heing ingected with a mramps vaceine that is not providing them with an adequate level of
proteotion against munmps, And while this is a discase the CDC targeted to eradicate by now, the
failure in Merek's vaccine has allowed this disease 0 linger with significant outbreaks continuing
te secur.

7. Relators bring this case on behalf of the United States to recover the funds that the
government spent for this frsudulently masiabeled, misbranded, adultorated and falsely certified
vaceine, and for all associated penalties. They also bring this case w stop Merck fiom
continuing with its scheme fo misrcpresent the frie efficacy of ity mumps vassine and require
Merck to comply with its reporting, labeling and testing obligations under its confract with the
CDC and under thas country's vaccine ropulafory regime.

PARTIES

g Relator Stephen A. Krahling is a citizen of the United States and a resident of
Pennsylvania. He was emiployed by Merck from 1999 to 2001 as a virologist in Merck's vaccine
division located tn West Poimnt, Pennsylvania. During his employment at Marck, Krahbing

witnessed firsthand, and was asked 1o divectly participaie in, fraud 0 2 chindcal (gl relating o
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the efficacy of Merck's mumps vaccine,

g, Relator Joan Wiechowski is a citizen of the United Statcs and a resident of
Connceticut, She was employed by Merck from Jandary 2061 to August 2002 as & virolegist in
Merek's vaceine division in West Point, Pesmsylvania. During her emplovment there,
Wiachowski also witnessed firsthand, and was asked o diredtly participate in, fraud in 4 clinical
trial relating to the eficacy of Merck's mumps vaceine.

0. Defendant Merck 18 headguartered in New Jersey with itg vaccine division baged
in West Point, Pennsylvania, Merck is one of the fargest pharmaceutical compantes in the world
with annual revenucs exceeding 320 billion. Merck is also a leading seller of childhood vaccines
and currently markets in the LS, vaccines for 12 of the 17 diseases for which the CIXC currently
recommonds vaccmation.

11, Merck is the sole manutacturer licensed by the Food and Drug Administration
("FIDA"} w sell mmmps vaccine in the United States. MercK's mumps vaceine, together with
Merck's vaccines agamnst messlos and rubella are sold as MMRIL Merck annually sells more
than 7.6 milbon doses of the vaccine 1n the ULS, for which it derives hundreds of mulhions of
dollars of revenrue. The ULS. purchases approximately 4 million of these doscs annually, Merck
alz0 has a license in the LS. to self ProQQuad, a guadravalont vaceine containing MMRII vaceine
ant chickenpox vacome. Under a bicense from the European Medicines Agency {"TEMA"),
Mesek alse sells mumps vaceme in Europe as a part of the trivalent MMR Vaxpro and the
guadravelent ProQuad through Sancfi Pasteuss MSD, a joint venture with the vascine divigsion of
the Sanofi Aventis Group., ProQuad has been sold intermittently in the 1.5, and BEurope (rom its

approval in 2003 until 2610,
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JURISDICTION AND VENUE

12, This Court has furisdiction over the subiect mattor of this action under 28 11.5.C,
§ 1331 and 31 LLS.C. § 3732(a).

13, This Court has personal jurisdiction over Merck under 28 US.C, § 1391(b) and
31 U.S.C. § 3732(a) because a substantial part of the events giving rise fo this Complaint
ocomrred in this District. lndesd, Moerck's fravdulent scheme with respect {o ity mamips vacene
was uriginated and continues to be carvied out in this Distriet al Merck's vaecine division facility
in West Pomt, Penmnsylvania.

i4, Fursuapt to 31 U.S.C. § 3732}, venue 15 proper because Merck can be found in
and transucts buginess within this District. Throughout the time period relevant fo the allegations
of this Complaint, Merck cngaged in substantial busincss transactions within this District and
commilled many of the violations proscribed by 31 ULS.C. § 3729 in this District.

BACKGROUND

1%, For more than forty years, Merck has had a de-facto exclusive license from the
federal govornment (o manufaciure and sell a2 mumps vaceine inthe US

if. Merck first oblaired approval for the vaceine in 1967 {rom the Department of
Biolsgics Standards of the National Institute of Health ("DBS”, the agency at the time
responsible for licensing vaccines. The vaccine was developed by Dr. Maurice Hillerman, at
Merck’s West Poiat research facility, from the mumnps virus that infected his five year-old
daughter Joryl Lynn. Merck continues 1o use this "Jeryl Lynn" strain of the virus for its vaccine

today.
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17, Merck's original mumps vaccine was delivered to patients in o single, stand-slone
injection calted Mumpsvax. In 1971, Merck developed a combination vaceine which delivered
Merek's vaccines for measlos, mumps and rubella ("MMR"} together in one injection. The same
year, Merck vbiained DBS approval to manufacture and sell MMR vaccine. In 1978, Merck
oblained approval from the FDA {which succeeded the 1IBS as the agency responsible for
Licensing vaccines) for the manufacture and sale of MMRI, a replacement for MMR containing
a different strain of {he rubella virns, Since that time, Merek has sold more thay 450 million
doges of MMRII world-wide, with approximalely 200 mulbion doses sold in the US.

18.  In September 2005, Merck ohiaincd FDA approval for ProQuad.” Merck sold
ProQuad in twe U8, from ils approval i 2008 until Jupe, 2007, According to Merck, the
vaccine became unavaiiable becanse of certain manufacturing constraints, The vaccine was
briefly available again in 2010 but has act been available since then.

19 In onder to obtain its original government approval to sell ity mumps vaccine,
Merck conducied ficld studies of vaccinated children and concluded that the vaccine had an
ctficacy rate of 95 percent or highier. This smeant that 95 percent of those given the vaccing were
censidered immunized against mumps. This is important because when an adequate number of
peopls have immunity, the chances of an outbreak ave reduced, and -- vitimately -- sliminated. 1t
there is msufficient immunity, a real rigk of continued disease ontbresks exists, When mumps
ouibreaks oceur in vaceinated populations, it afflicts older children whe are at greater risk of

serious complications,

' Mumps vacuine used herain refers 0 any of Merek™s vaccings containisg 2 mumps component suck as
MM, MMRIH and ProQuad.
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20, Before the intreduction of the vaccine, there were approximatcly 200,000 cases of
mumps 1 the U8, annually, This number dropped off precipitousiy after the widespread
adenimsteation of Merck's vaccine. The CDC projected that, by 20140, mumps could be
compietely eradivated. Unforjunately, that has not happeoed. Beginning 1n 2006, there has been
a reswrgencs in mumps outbreaks,

21, Merck predicted the resurgence of outbreaks piven the dimimished effectiveness
of s mamps vaccine. While Merck obtamed its original ficonse in 1967 stasting that its vaccne
was gt least 95 percent effective, Merck knows that the vuccine's sificacy is significantly tess
than thal sow. Meorck knows that the continuced passaging of the atfenuated virus to make more
vaceine for distribution has altered the virus and has degraded the efficacy of the preduct.

22. Rather than develop a new mumps vaccine with greater efficacy, or peamit other
manufacturers 10 enter the U5, market with a competing vaccipe, Merck has misiead taken pams
0 preserve ils exclusive UK. license by maindaining heforg the government and the publin that
its mrore than farty-vear old vaccine continues to have an efficacy rate of 33 percent or higher,
Thes was casy to do for a while because Merck was able w0 refer back w the efficacy testing it
vonducted in consection with the government's original granting of Merck's Hoense to sell the
mumps vaccine, However, beginning in the late 1990s, Merck initinicd new efficacy testing of
its mumps vaceine. This testing coincided with an application to change the MMRII labeling in
the 118, and an apphcation for a license to sell MMRI in Burope. This iesting also coincided
with Merck's development and quest for approval of ProQuad in both the U, and Ewrope.

23, Without demonsirating that its mamps vaceme continued to be 93 pereent

effective, Merck risked losing ihe menopoly it had over the eale of mumps vaceine ins the ULS.
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With respee! o MMRII or Mumpsvax, the goversment might huve niegotiated Lo pay less for the
vaceine, required 2 labeling change, or respored additionst tosting.  Or, the government might
have stopped purchasing Merck's vaceine allogether as the door would be open to new
manufacturers to enter the market, With respect (o ProQuad, the government might not have
approved the vaccine atall. Under any of these scenarios, Merck risked losmg hundreds of
millions af dollars in revenue from this vory profitable enterprise.

24. 8¢, Merck sel out to conduct testing of its mumps vaccine that would support its
original efficacy finding. In performing this testing, Merck's ohiective was o report efficacy of
33 percent or iugher regardless of the vacvine's gue efficacy. The only way Merck conid
accomplish this was through manipulating its testing procedures and falsilving the test resulta
Relators Krahling and Wiochowski participated on the Merck tsam that conducted this testing
and witncssed firsthand the fraud in which Merck engaged o reach i85 desized results. Marck
mtermnaily referred o the testing as Protocol 467,

MERCK'S FRAUD IN TESTING THE EFFICALCY
OF I1T58 MUMPS VACCINE

A, Merck's Abandonment of Its Original PRN Test and Test Results

25, The original methodology Merck employed under Protoco! 007 was a Mumps

Plague Reduction Neuteahization ("PRN") Assay. Preliminary testing commenced in 1999 at
Merck's West Point faciiity and was kd by Sentor Investigator David Kezh and his sceond 1n
command, Mary Yagodich. Merck's Exceutive Director of Vaceine Rescarch, Alan Shaw,
appraved the testing methodelogy Krah and Yagodich emploved. Relator Keahling witnessed

Krah and Yagodich as they condugted the preliminary (esting,
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26 Asthe same of the test Indicates, the PRN 128t measures the virus neatralization
that occurs atter administration of the mumps vaccine, Merck's iest was in some measure
siinilar to the testing procedure regarded in the seiontific community as the “gold standard” for
testing how well a vaccine works. Blood samgples are taken from children both before they
receive the vaccine and again after they have been iniected with the vaecine (after sufficient
tirne Fun passed for the vaceine to produce an immune response). The paired blood samples ace
then individuaily incubated with the larget virus and added ti sheots of cells, Where the virus
replicates in the cell sheet [t leaves a plaque, or hole.

27, The pro-vaccinated child will not typically have immunity to the disease.
‘Therefore, the pre-vaccinated blood will be unable to neutralize the virus and plagues will form
where the virus has infected the celis. In confrast, if the vaceing has stimulated the child's
immpne svstem to develop antibodies against the virus, the post-vaccinated binad will
neutralize the virus, The post-vaccimated blowd sample will consequenily show a smaller
number of plaques, or holes, in the cell shect compared to the pre-vaccinated sample.,

28. A PRN test simply compares virus growth in the presence of the pre- and pose-
vacvinated blood samples. The nutber of plagaes {whers the wirus has grown) is compared to
determine it the vaccine caused the child to develop a sufficicnt level of anfibodies o noutralize
the virus. Resulis are reported in torms of seroconversion. A scroconversion ogeurs when the
pre-vaccination bloond sample is "negative” (meaning, insufficient auntibodies to neutralize (he
virgs} and the post-yaccination sample iz “posttive” (meaning, sufficient antibodies to neutralize
the virus), Saoconversion accurs, therefore, when a blood sample goes from “pre-negative”

{inyufficient antibodies) to "post-positive” (sufficient antibodies}. Sercconversion in the fab is
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the best correlate for efficacy - how the vaccine works at successfully immunizing children,
For the purposes of its testing, Merck was locking for o seraconversion rite of 95 percent or
higher to support its original efficacy finding and the efficacy i continued to represent in i5
laheiing,

29, While Merci's PRN st was modeled aler the neutralizing tost generally

accepted in the industry, it diverped trom this "gold standard” test in a significant way, It did

nat test the vacoinge for its ability t protect against # wild-type mumps vires. A wild-type virus

1$ & disease-cansing virug, 2 sirain of the virus ay i exists in nature and would confront o person
it the real world. That is the type of real-life virus against which vaccines arc generally tested.

Instead, Merck tested the children's blood for s capacity to neutralize the attenuated Jeryl Ly

virus, This was the ssme idumps sirain with which the children were vaceinated, The use of

the attenuated Jeryl Lynn strain, as opposced to 4 viruleni wild-type strain, subverted the
fundamental purpose of the PEN lest which was to measure the vaccine's ability to provide
protection against a discase-causing mumps virus that a child would actually face in real lifc.

The end rosudt of ths deviatics from the accepted PRN gold slandard test was that Mereks test

sversiated the vagomne's effectiveness,

38, Fven with a deviation that could only overstate how well the vaceine workad, the
results from Marek's preliminary festing {which involved testing blood samples of approxunately
663« 100) children) yivided seroconversion rafes significantly below the desired 95 percent
treshold. Krah adraitted as much to Relator Krahling., He also admitted that the efficacy of

Merck's vaccing had declined over time, explaining that the constant passaging of virus to make

i0
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more vaccine for distribution had degraded tho product and that because of this, mumps
outbreaks would tneresse over time.

31 Krahlusther admitied to Krahling that he and Yagodich tried numercus other,
often uadocumented, feehniques to modify the PRN test m order to improve the seroconversion
resuits they could measure, including wying ditferent virus dilulions, ditferent staining
proceduares and even counting plagues more liberally. These other techniques -~ like using the
vaceine strain rather than the wild-1ype strain of the virus - subverted the purpose of the PRN
test. In the end, however, none of #t mattered. Merck had {o abandon ity methodalogy because
no matter how Keab and Yagodich manipulated the procedures, they could not reach the 93
pereent seroconversion threshold,

32, R0, Merck abandoned the PRN methodology that vielded unsatisfactory resulis
and worked towards developing a new, ngged methedology that would alfow Merck to repont
e desired seroconversion results,

B. Merck's Improper Use of Animal Antibodies In H: "Enhanced” PRN Test

33, The new methodology Merck devised and ultimately uscd to perform the mumps
efficacy testing under Protocol 807 was an Enhanced Mumps Plague Reduction Neutralization
Assay. It was again led by Krah and approved by Shaw and commenced in 2000, Relators
Krahiing and Wlochowski partivipated on the ream that conducted the testing using thus
supposedly enhanced methodology. Each of them witnoased firsthand the falsification of the
test data in which Merck engaged o reach its 93 percent seroconversion threshokd, In fact, each
was signtficantly pressured by Krah and other senior Merck personnel to participate 1 this

frand.
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34, From the outsel, Merck's objective with this "enhanced" procedire was clear, It
was not to measswie the actual seroconversion rate of Merek's mumps vaccine, 1t was ta come
up with a methodology that would yicld a minimum 98 peroent seroconversion rale regardless
of the vaccine's frue efficacy. The very first page of an October 2000 Merck prosestation on the
"enhanced” methodology statd just that:

Chiective: Identity a mumps neutralization assuy format | | that

permis measurcment of a > 95% seroconversion rake in MMR®I

vaceinees.
Nowably, nowhere in this presentation did Merck provide any kind of justification or explanation
for abandoning ifs original PRN methodology and the unsatisfactory serogonversion results it
vielded.

35. 1o reach the stated obiective for its "enhanced” test and incresse the moessured
seroconversion rate 1o the predetermined 935 percent threshold, Merck continued to use it
sctentifieaily Hawed PRK methodelogy -- that tesicd agamst the vaccing strain rather than the
wildetype strain - bat with one additional material change. Merck sdded animal antiboslies to
both the pre and post-vaccination blood samples. The use of aaunal antibodies in laboratory
testing 1s nol uncommon. They can serve as a highlighicr of sorts to identify and count human

antibodies that othorwise might not be identifiable on their owa. When used i that way, animal

antibodies make it casier to sce the human antibodies. They do not alter what i3 being

wmeasured. However, Merck added anima) antibadies for the singular purpose of altering the

autcome of the test by boosting the amount of virus neutralization countud in the lab,

34, In a isboratory selting, arnmal antibodies can combing with haman annbodiss 10

cause virus nentralization that would not otherwise ocour from the human anmtihagdios alone.
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Merek's "enhanced” methodology permiticd various types of human antthodies to be counted as
mumgsx neutealizing antibodies when 1t was actually the animal sntibodies combining with those
human anhibodics cavsing the nestralization, Merck also did not apply a proper "control” 1o
olate whether virug newtralization was eaused by the human antibodies alone or in combrination
with the animai antibodies, Rather, Marck mcluded in its seroconversion measurs all virus
neutralizations regardiess of whether they resulted from human antibodies or by their
combination with the anial antihodies. This "ephanced” PRN methodoiogy thereby allowed
Merck 1o increase deamatically the recordable instances of mumps virus ncutralization and to
count those neutralizations toward seraconversion and its measyre of the vaccine’s success.

37, Merck knew that the neutratizations auributable to the animal antibodies would
nsver exist in the real world, This 15 because the human immuae system, even with the
immunity boost provided by an effective vaccine, could never produce animal antibodies. And

adding this cxternal faclor sy a supplement 10 a vaccine was not an option because it could result

in serious complications to 3 human, even death. Thug, the uncentrolled” boost o

neutralization Merck designed using thess animal antibodies in its laboratory did not in any way
correspond 1o, correlate with, or represent real-life {in vive} virus neutialization in vaccinated
peaple.

38, But the use of the anmial antibodies allowed Merck to achieve 11s high
scroconversign obiicctives. In fact, paired blood samplcs that were found uader Merck's 1599

PRM methodology o fack sufficient virus neutralizing anttbodies were now congidered

seroconverted using the "enhanced” methodelogy. Indecd, in one panel of sixty paired blood

samples, Merck measured a seroconversion rate of 100 percent. In other words, non-neutralizing

13
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concentrations of antibodies that would sever protect & child fromt mumps in the real world were,
under Merek's "enhanced” metbadology, treated as vacoine successful solely because of the
additional neatralization provided by the animal antibodies,

39, Krah defended the use of the animal srdibodies in the "enhancod" PRN west by
pointing o the FDA's purporied approval of the process. However, whatever FDDA approval
Murck may have received for this testing, the FDDA was not fully aware of the extent of Merck's
manipulation of the esting, including Merck's wholcsale fabrication of test data to reack fis
proordained 98 percent efficacy tlweshold.

C. Merck's Falsification of the "Enbhanced” PRN Test Results
40, There was one significant problem with Merck's improper use of the antmal

antibodies to boost #ts virus neutralization counts which would be evideat to any sciontist

reviewing the test data.

vaccination Hood sampiss. They also boosted neutralizaiion counts in the pre-vaccination

samples. However, too much virus noutralization in the pre-vaccinated sample created a “pre-

pasitive,” which means enough viruy ncutralization to characterize the child as immune without

the vaceine.

41.  Pre-positives ordinarily ocenr in a small percentage of ihe child population that is
mumIne o mumps even without vaccination. This immunity woudd priscipally come from a
provicus exposure (o the mumps virus, of from immunity transferred o a chitd from the mother
in utere. However, the incidence of thig smmunity is smadl, generally measured by the seieatifie

communtty at aroand 10 percent of the child population.

i4
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42.  The problem for Morck wax thirt with the addition of the animal antibodies to the
pre-vaceination blood samples it was sceing a signiticantly higher percentage of pre-positives
than the 10 pereent industry recognized occurrence of such immunity, Tn the rosuits ot one test
that Relators Krahling and Wlochowski bath witnessed in the summer of 2001, the pre-positive
rate was more than 80 percenl. Krah instructed Wiochowski 1o throw out the results and the
actus! experimental plates of that particular test thereby destroying all traces of the unwanied
resuits,

43, The existence of such a bigh percentage of pre-positives thieatenad the viability
of Merck's "enhanced” methodology. As a practical matier, with a pre-pesitive, any favorable
results in the post-vaccinated sample could niot be counted as a vaceine success towared the 95
percent efficacy target. A sample appearing positive before the vaccine, and staying positive
after the vacome, was not 2 SErOCconversions.

44, Just a3 important, the high pre-positive rate would red flag the methodology as

flawed. The FDA would question the results of o st that had such a high lovel of pre-positives,

Krah stated this explicitly to the members of his lab, including Relators Keabling and

Wiochowski, If Merck wanted to keap the artificisl boost in post-vaccination positives provided

by the animal antibodies, # would bhave 1o eliminate the associated boost in pre-vaccination
positives,

45.  In the October 2000 presentation, Merck acknowledged that its initial "¢nhanced”™
PRN testing results vielded s level of pre-positives that was toe high. Merck also made <lear that
it needed 0 Toptimize” the amount of animal antihodies used in the process so that the testing

would yield a pre-positive rate of 16 percent or less and a seroconversion mtc of 95 percent or
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more: "Pre-positive rafe is higher than desirabe,"” and "Contome evaluation of results using
optimmized [animal aptihodiss] amount {target < 1084 pre-positive rate and > 93%
seroconversions)”

46, The problem was diat no amount of tinkering with the amount of ammal
antibodies sdded wonld produce a pre and post-vaccimation virus peutralization for Merck’s
vaceine within the desired range. Without the animal antibodies, Merck could not support a
sufficient level of post-vaccination neutralization. Copversely, by adding the animal antibodies,
Merck ¢ould not avoid having too high a level of pre-vacetnation neutralization {i.2,, too many
pra-positivesi. Thig left only one way for Merck o reach its desired seroconversion outoome -
falsify the test results.

47.  Specifically, Krah and Yagodich and other members of Krah's staff falsified the
test resulis 1o ensure a pre-positive neutralization mite of below 16 percent. They did this by
fabricating their plague counts on the pre-vaccination blood samples, counting plaques that were
not actually there, With these inflated plague counts, Merck was able to count as pre-negative
those blood samples that otherwise would have been counted as pre-positive because of the
mereased neutrahization caused by the animal antibodies.

48, Moerek's falsification of the pre-vaccination plaque counts was performed inz
broad-based anil systematic manner from December 2000 uniil at least August 2001:

. Krah stressed to his stalf that that the high numbcr of pre-positives thoy were
{inding was a problem that needed to be fixed.

. Krah directed his staff o re-check any sample found to be pre-positive 10 see if
more plagues could be found 1 convert the sample t© a pre-negative,

16
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* Krah and Yagodich falsified plagque counts to convert pre-positives {0 pre-
negatives, and directed other stall scientists to do the same.

. Krah appoinied Yagodich and two athers 1o "audit” the lesting that other staff
scienbists bad performed. These audits were limiled o Pinding additional plagues
on pre-positive samples thereby rendering them pre-negatives.

» Krah instituted several measures to wolate the pre-positive samples, facilitate their
“re-count” and conscquent conversion 10 pre-negatives, For example, when
mannaily changing originat counting sheets proved oo time-consuming, Krah
empioyed an sxeel spreadsheet which would automatically highlight the
urnwiesirable pre-positives so that they could be targeied more efficiently. The data

Al -t (1, INER ISR an oiiftie

s Krah alse engaged in the destruction of ¢vidence to minimize the chances of
detection. He not enly employed the excel spreadsheet which left no paper il
He alsu destroyed test results, substituted original counting sheets with “¢lean”
sheets, and ordered the staff in the {ab to do the same.

* Merck canceiled (in March 2001) a planncd sutsource of the testing to a lab in
Ol because the ontsxde lab was anable w replicate the seroconversion results
Krsh was obtaining in his lab. Krnh and bas stait conducted all the remaining
testing nstead.

4%, Unsurprisingly, nong of ihe "recounting” and "retesting” that Krah and his stafl

performed as part of the "enhanced” testing was performed on any post-vaccination sagples or

on any pre-vaceination samples that were pre-negative. This additional "riga™ was only applied

to the pre-positive samples, the very samples Merck had fdentified a5 undesirable and which kept

Merck from attaining its target of < H% pre-pogitive rate and > 95% serocouversion,

$4. Relators Krahling and Wiochowski engaged in numerous ¢fforts to stop the fraud.
They questionsd and complained to Krah about the methodology being employed, particularly
the manipulation of prespositive data. They attempted o dissuade others from participating,

They initiated numcrowns ¢alls to the FDA 1o expess the fraud. And they attenypted to document

the fraud, cven as evidence of it was being destroyed. But Relators’ efforis were (0 no avail, For

17
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every offort they took to stop the fraud, Merck adapted the scheme to assure the falsifleation

continucd, For example, when Relators objecied to changing their own plagque counts, Krah
appoinicd other staff. as so-called suditors, willing o falsify the dats,

51. In July 2001, Relators Krahling and Wiochowski secretdy conducted their own
audit of the test results (o confirm statisticatly the frand that was occurring with the "enhanced”
testing. They reviewed approximately 20 percent of the data that Merck had colleeted as part of
the "enhanced” test. In this sempling, they found that 45 percent of the pre-positive data had
buen altered to make it pre-negative. No pre-negatives were changed io pre-positives. No post-
positives wore changed to post-negatives, No post-negatives were changed fo postwpositives.
All changes were tn one direction — reducing the incidence of pre-positives. The statistical
probability of so many changes oceutring in just the pre-positive data and in no other data was
more than 4 willion to one. And that is & conservative measure given the liketihood that an even
greater number of pre-positives were changed but remained undetected because the changes were
not recorded in Merek's files.

D, ‘The Complicity of Merck's Sepior Management

82, Krab did nat act alone in orchestrating the falsification of the “enhanced" PRN
test results, He acted with the authority and approval of Merck’s senior management,

33.  For example, in April 2001, after Merek cancelled the planped outsourcing of the
remainder of the mumps efficacy testing, Emilio Emini, the Vice President of Merck's Vaccine
Research DHvision, held a meeting with Krah and his stalf, including Relators Krabling and
Wiechowski. Fmiot was clearly on notice of protests that had been gomng on in the lab because

he direcisd Krah's staff o follow Krah's orders to ensure the "enbanced" festing would he

1%


Hilary Butler
Line

Hilary Butler
Line

Hilary Butler
Line

Hilary Butler
Highlight

Hilary Butler
Highlight

Hilary Butler
Highlight

Hilary Butler
Highlight

Hilary Butler
Highlight


Case 2:10-cv-04374-CDJ Document 12 Filed 04/27/12 Page 19 of 55

successfusl. He also told the s{aff that they bad earned very large botuses for the work they had
completsd on the project 5o far and that he was going to double the bonuses and pay them once
the testing was conplete,

S4.  In July 2001, afier completing the scuret andit, Relator Wiochowskd opendy
accused Krah during a Isb meeting of committing frawd in the mumps testing. Rclator Krahling
then met with Alan Shaw, the Execurive Director of Vacceine Research and confronted him abowt
the fudulent testing, Krahling told Shaw of the fulsification of the pre-positive data. He also
confronted Shaw about the improper use of the animat antibodies to inflaie the post-vaccine

neutralization counts. Shaw responded that the FDIA permitted the use of the aniral antibodies

and that should be good enough for Krahling. Shaw refuscd o discuss anything farther about the

matter. Instead, Shaw talked about the significant bonyses that Pmini had promised 1o pay the

staff in Krah's lab once the testing was complete,

83, Relavw Krabling then mat with Bob Suter, Krshiing's human resources
representative at Merck. Krabling told Sater about the falsification of data and Shaw's refusal to
get involved, Kruhbing told Suter that he was going to report the activity 1o the FDA, Suter told
him he would g (o jail if he contacted the FIJA and offered « set up a private meeting with
Emini where Krahling could discuss his concerns,

56.  Shortly thereafter, Emini agreed to meet with Krahling, In the carly Augusy, 2001
meeting with Emini, Krahling brought actual testing samples and plague counting sheets to
demonstrate o Equni the fraudulent testing that Krah was directing. Emini agreed that Krah had
falsified the data. Krahling also protested against the usc of the animal antibodies to inflate the

seroconversion rate. Emind responded that the animal antibodies were necessary for Merck 10

ig9
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achicve the project’s nhjective. Kiahling proposed a scientific solution to lower the pre-positive
rate and end the need o falsify data — stop using the animal antihodies, When Emind declined,
Krahling askesd him what setentific ratfonale justified using the animal antibodics. Emint
explained that Merck's choice to use the antibodies was a "business decigion”

57 To assuage Krahling's concerns, Emint promiscd 1o conduct an "internal aud” of
the muwmps testing. Krahling countered that the FDA should be contacted since only the FDA
conld perform an andit that was truly independent, Emini ordered Krahling not to call the FDA.
Immediately after the meeting, Suter approached Krahling and again threatened that he would be
put in fail if be contacted the FDAL

58, The next morning, Krah arrived early to the Isb and packed up and destroyed
svidence of the ongong mumps testing. This evidence included garbage bags full of the
completed experimental plates, conttining the coll sheets with plagues, that would have {and
should have} been maintained for review until the testing was complete and fnal. The
destruction of the plates would make it difficudt to compare the actual plague counts In the test
with what was documented and changed on the counting sheets, as Kruhling had done the day
before in Emini's office. Despite the threats be received from Suter and Emsini, Krabling calked
the FL2A again and reported this latest activity m Merck's angoing fraud.

E. The FI3A taterview of Krah and Shaw

39, On August 6, 2001, in response to Relator Krabling's repeated calls, an FDA

agent came 1o Merck o guestion Krah and Shaw, The FDA agent’s questions were largely

focused on Merck’s process for counting plaques in the "ephanced” PRN wst. Krah and Shaw
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sisrepresented the process that Merck was actuaily comdecting and the fact that Merck was
falsifying the prospositive test data.
6t For cxample, the FDA agent asked whether thers was any «d koo revisiting of

plaque counts. Krah faisely responded that plague counts were being rechecked only for

verification, conirols and 10 check hypervanability, Kiab also misrepresented o the FDA that
they did not change the data alier it was eéntered in the excel workbook., When the FDXA agent
pressed Krah on the criteria for changing original counts on the counting sheets, Krah left the
interview without answering the question. In Kral's absence, Shaw informed the FDDA agent that
a merno would be added to the standurd operating procedure to address changes. The FDA agent
then asked Shaw why they had not taken care of this before the project started. Shaw offered
that Krah and another Merck employee had Wdentified “trends” angd "problems™ with the original
counts without ever explatning what those "trends™ or “problems” sctally were.

61, The interview proceeded in this manvor with Shaw and Krah obfuscating what
was happening in the lab and obstructing the FDA's effons to find oot what was really going on
with Merck's manipulation of the testing procedure to rcach s targetsd scroconversion rate.

62 The entire interview with Krah and Shaw was short, probably loss than half an

hour. The FDA agent did not gquestion Relatws Krabling or Wlochowski or other members of

Krak's staff in order to corroborate what Krab and Shaw said. As far as Relators witnessed, the
FDA agent did not attempt o substaatiate Krah's or Shaw's responses by reviewing any of the
lesting samples or backup data that had escaped destrustion. And the FDA agent did not address

the actual destruction of evidence that Krah had alrcady facilitated,

21
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63.  The FDA issued a one page deficincy report identifying a few relatively minor
shorteamings in Merck's testing process. These principally related to flaws in Merek's record-
keeping and in its validation/explanation of changes to the test data.

64, The report did not address or consure Merck for any ssues relating to Merek's

improper use of the animal antibodies or Moerelds wide-scale falsification of pre-positive test

data. The FDA did not discover this fraudulont activity in the course of the perfunctory visit

because of Krah's and Shaw's misrepresentations o the FDAL

- Merck's Completion and Use of the Frandulest Test Results

65.  Inorder 1o comply with the FDA's deficiency report, Merck made minor
adjustments fo its testing precedure relating o its heretofore ad Aoc procedure for counting
plaques. The new, more formalized procedure explicily provided for supervisovy oversight and
review of plague sounts in pre-vaccinated blood samples and where plagues were difficult 1o
read because of the condition of the sample. 1o othor words, nnder the "new" procedure, Merck
continued to falsify the test data o minimize the level of pre-positives and inflate the
seroeonversion rate,

06, After the FDA visit, Relator Krahling was barred from any farther participation in

the Protocal 007 rewmps vaccine testing project. He was also prohibited from accessing uny data

related to the project, Shortly thercafter, he was given a poor performance review and barred

from continuing to work in Krah's lab on any matter, He was offered a position in a different lab

within Merck's vaceine division, but it tovolved work for which Krahiing had no pnior

sxperience or interest. In December, 2001 Krahling resigned from the company.

b3
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&7, Kelator Wiochowski continuad 10 work at Merck, though she was transferred out
of Krah's Iab at the cod of September, 20401, She spent an additional vear working at Merck ina
diffcrent lab before she oo left Merck.

68.  Before Relators Krshling and Wiochowski teft Kraly's lah, Morck conducted the
mternal audit Emind had promised Relator Krahling would take place. However, as Krahling had
warned agamsi, the audit was anything but independent. Unsurprisingly, therefore, Merck
completed ts Protocol 007 1esting in late summer or carly fall 2001 and Merck reported the 95
percent serocenversion it had fargeted from the outset, What no one knew ouiside of Merck -«
not the FDA, the CDC or any other governmental agency -- was that this resull was the product
of Merck's improper use of amimal antibodies and the wide-scafe falsification of test data to
conceal the significantly diminished efficacy of ifs vaceine.

a9, Notably, while Relators Krahling and Wiochowski wereg immediately removed
from Krah's [ab for thelr protests against and efforty to stop the fraudulent testing, those that

facilitated the fraud rapmined. Indeed, Krah, Yagodich and other members of Keal's staff who

were instrumental in the fraud continue o work in vaccine development at Merck today and are

still working together in Krah's lab.

MERCK'S ONGOING FRAUDULENT REPRESENTATION
OF A 93 PERCENT EFFICACY RATE

7G. Since at least the beginning of the Protocol 007 testing and continuing through the
present, Merck has falsely represenied to the government and the public that its mumps vaccine
has at least a 95 percent efficacy rate. 1 has done 50 even though Merck is well aware, amd has

taken active steps (o keep secret, that the efficacy rate ig far lower.
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A. Merck's False Representations Through Package inserts

7V, Merck principally has wmade these false representations in the package insert or
labeling that accompanies ¢ach dose of Merck's vaccine, This is the product material that the
law reqquires which, nmong other things, informs the government, health care providers and the
public of the camposition of the vaccine and Hx overall efficacy at imnranizing the recipiont trom
contracting mumps.

2. Merck's mumps vaceine insert has changed over the vears, but at least one thing

has remained constant - Merck's reporting of al least a 98 pervent efficacy rate. The cumrent
package insert for MMR provides that “a single injection of the vaceine induced . . . mumps
neutralizing antibodics in 96% . . of susceptible porsons.” Merck neither identifies the study

performed o the date 11 was performed that supposcdly support this representation. 'The current

insert fusther provides that "Efficacy of messles, murnps and rubella vaccines was established in
a series of double-biind controlled ficld trials which demonsirated a high degree of protective
efficacy allorded by the individual vaccine compovents.” As support for this representation,
Merck cites the more than forty-year old studies it canducted to obtain the original povernmenial
approval for 4 mumps vaceine in 1967, Merck’s MMRI package insert has contained this
language and "suppart” since at least 1999,

73, Merck's product insert is a clear misrepreseatation of the cfficacy rate of s
miumps vaceine, [ oites outdated or unidentificd studies that ave not reflective of what Morck
knows now about the vaccing’s current effectiveness as gonlirmed by Merck's efforts ©
manipuiate the methodology and ulimately falsify the data to report at feast 93 percent

seroconversion. In short, as Merck weil knows, the efficacy rate of its mumps vaccine is not



Hilary Butler
Highlight

Hilary Butler
Highlight

Hilary Butler
Highlight

Hilary Butler
Rectangle

Hilary Butler
Highlight

Hilary Butler
Highlight

Hilary Butler
Highlight

Hilary Butler
Highlight

Hilary Butler
Highlight

Hilary Butler
Line


Case 2:10-cv-04374-CDJ Document 12 Filed 04/27/12 Page 25 of 55

anywhere near 93 percent. Yet, Merck continues 1o falscly represent a 95 percent efficacy rate 1o

ensure is continued lock on the sale of the vaceine in the 118,

B. Merek's False Representations Through Expanded Distribution of the Vaccine

74 Morck's misrepresentations relating to its mumps vaccine have not buen made just
to the U.S, government for MMRIL Merck has alzo obtained approval © sell MMRII i BEurape
and to sel ProQuad i the U.S. znd Burope, Marck obtaised these approvals by again
misrepresenting o the FDA (in the U.8) and the EMA (in Europe) the efficacy rate of its mumps
Vaccing.

75, I 2004 Maorck subminied an application 1o the FIDA for approval of ProQasad,
Merck certified the contents of 1ts application were true. 1n 2003, atter reviewing Merck's
application, the FDA spproved ProQuad, According to the FDA's clinical review of the stndies
Merck submitted in support of ProQuad, "[cllimeal ctficacy of ... mumps ... vaccine strain wias]
shows previously ... using [the] monovalent, [Tlhe vacuine response rates were 95.8 1o 98.8%
for mumps.” Merck knew from s Protocol 807 testing that this falzely represented the efficacy
of itz mumips vaccine. Mow that it 15 beensed, Merck's package insert continues to nusiepresent
the ctficecy of its mumps vaccine, stating: "Clinical studies with a single dose of ProQuad have
shown that vaccination eheited rates of antibody responses against measies, mumps, and rubelia
that were simidar 10 those observed after vaccination wath a single dose of M-M-R 11" and
"falntibody was detected m 96.7% for orumps.”

76, In 20006, Merck obtained a license from the EMA to self the MMRIH snalogue
{caitled MMRVaxpro} through the joint venture Sanafi Pasteur MSD. Mesck used the falsified

results of the "enhanced" PRN test 1o obtain this approval, The EMA actually ¢ited Provoco] 007
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as a "pivotal clinicsl study” in support of itg decigion to grant the approval. Since then, Merck
has been mmpufacturing MMR Vasywo at its Wost Pount facility {or Sanofi Pasteur MSD to sell in
Europe.

77, Arcuand the same tme, Merck also obtained § license from the IMA for Sanofi
Pasteur MSI to sell Merck's ProQuad in Burope. As with MMRVaxpro, Merek's joint venturs
submitied the falsified resulis of Protacol 067 o the EMA as supportive clinical information in
ita vaccine application, Relying on this information, the EMA found "no major concern™ about
the efficacy of the mumps component of the vaccine,

78, Thus, by 2006, Merck had the exclusive Hoenses to sell MIMRI and Profuad in
the 1.5, as well as Hocenses w scll MMRVaxpro and ProQuad m Europe, Throughout this tithe,
Merck falsely represented an sfficacy rate of 95 porcent or higher and engaged in scientifically
deficient testing and outright fraud to assure this was the efficacy rate consistently assoeiated
with its mumps vaceing,

C. Merck’s False Representations Threugh Its Application for a Labeling Change on
Potency of MMRIE

79, Ia 2007, Merck changed ws MMRIT labeling o reflect a decrcase in the potency
of the mumps compenent of the vaccine. Potency measures how much of the attenuvated virgs is
includud in each dose of the vaccine. The labeing change -- approved by the FIXA -- allowed
Merck o represent a lower mnimnam potency, from 20,000 w 12,500 TCIDse (or tissue culiure
fective dose, which is the scientific measure of vaccine potency). This reprosented a 37.5

percent reduction in how much of the attenuaied virus could go indo each dose of the vaccine.
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8. Atno time during Merck's efforts 10 secure approval 16 change sts MMRII
labeling did Merck disclosc to the FIXA what Merck knew about the diminished efficacy of the
vascine. Nor did Merck take any steps to address the efficacy information that was falsety
represented i the jabeling. That portion of the fabeling remained unchanged.

&1, Merck was thus representing throughout the approval process that it conld
actually reduce how much attenuated virus Merck put into each vaccine shot and lill maintain
its represented 9% percent efficacy even though Morck knew that at the higher potency the
vaccing was nowhere aear this efficacy. Clearly, i the FRA bad known the truth about the
vaceing's efficacy it would not have approved the labeling ¢hange 10 reduce the minimum
polency.

Iy, Merck’s False Representations Throngh Recent Mumps Ouibreaks

R2.  With Merck's significantly degraded vacoine as the only profection against the
mumps in this country, there has remained a significant risk of 2 resurgence of mumnps outbreaks.
That is cxactly what Krah — who was well aware of the momps vaceme's Tailings « predicted

would sceur. in a conversation he had with Kelator Krahling in the midst of the "enhanced”

PRN testing, Kesh acknowledged that the eificacy of Merck's vaceine had declined over time,
explaming that the constant passaging of virus to make more vaceine for distribution had
degraded the product. Krah predicted that because of this, mumps outbreaks would ¢ontinue,
And that 3¢ exactly what has happened.

L. The 2406 Mumps Outbreak

¥3. in 2006, more than 6,500 cases of mumps wera reporied In the Mid-West n a

highly vaccinated population. This was the largest mumps outhreak in abmost twonty years and a

27
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significamnt spike from the annual average of 265 cascs that bad been reporied for the years
teading up to the 2006 suthreak,
84 The CDC, FDA and Merck publicly worked together to determine the cause of

this 2006 outbresk. 3t course, only Mearck knew that outbreaks wonkd cccur because #s vacting

had degraded over time and was weaker than what Merck represented. Nonetheless, Merck

continued o represent its inflated efficacy raie and the government continued o believe that
there was ng problem with the vaccine. During ke investigation of the outhreak, the TDC's then

Lxrector, Julie Gorberding, reaffirmed the CDC's view that nothing was wrong with the mumps

vaeging, @ bodicf fod by Mercl(s continued misrepresentations: " #e have abzolutely no
information to suggest that there is any probles: with the vaceine® Director Gerberding and the
C0E emphasized that "[t]he best protection against the mumps is the vaceine.®

83, Even though Keah, the Merck investigator who ran Protocol (17, expected
oumtbresks r marease because of the degraded product, seientists at the CDC asd elsewhere
continued researching to understand the origins of such a large outbreak within a haghly
vaceinated population. One of the leading studies was led by Dr. Gustave Dayan, then a doctor
at the CRC, and published in 2008 in the New England Journal of Medicine. After considering
possible causes for the outhreak, D, Dayan recommended that *{fluture studies will help
evaluale national vaccine policy, meluding whether the administration of a sevond dose of MMR
vaceine at s later age or the administration of a third dose would provide 4 higher or a mare

durable mnmunity.” Gustave H. Dayan, "Recent Resurgence of the Mumps in the United States,”

New England Jowrnal aof Medicine, 338;15 (Apr. 10, 2008) 1580,
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86.  Dr. Dayan’s study ultimately concluded that "[a] more effective mumps vaceine oy
changes in vascine policy may be needed to aver! sutbreaks and achieve elimination of mumps.”

Id. (emphasis added}, OFf course, if Dr. Dayvan had the henefit of what Merck knew but willfully

withheld from the government and the public, hus fisdings would have been significantly less

equivocal on what necded o be done 1o stop the reemcergence of mumps outbreaks,

87, At the same time Dr. Dayan published hrs study questioning whether # may be
tine for a new vaccing, Merck publicly prociaimed that s manmps vaccing had not been changed
sice its infroduction in 1967 and that Merck had no plans fo ehange it So, while Dr. Dayan
questioned whether it "mey” be time for a new vagging, Merck attenmted to reassurg the pubdic
that there wus no need for any such change. The vaccine worked just fine.

8, In ancther study on the 2006 outbreak, several scicntists gquestioned Merck's use

of the Jeryl Lynn strain, instead of the wild-type virus, in Morek’s PRN testing. They noted that

with this kind of testing, vaceine efficacy can be significantly overstated because “good results

can be ahtained that do not reflect the sctaal ability of the vacoine to provide protection from

disemse. A vaccine failure is investigated properly only if, in addition to avidity testing, the

ability of antibodies to neuiratizc wild mumps virus has been cheeked.™ Heikki Peltola, ¢, /.,
"Mumps Outbreaks in Canada and the United States: Time for New Thinking on Mumps
Vaceine,” Climical Infectious Discases, 200745 {15 Aug, 2007) 459, 463,

89.  What is perhaps most notable about this study 1s that it seientifically questioned
Merck’s stated efficacy based solely on Merck's usce of the vaccine strain instead of the wild type

virus to test efficacy. The eringue did not (and could not) even aecount for Merck's concealed
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effarts w0 further inflste its efficacy resuifs with the improper use of ammatl antibodies and the
falsification of (st data.

90.  Currently, Emory Umiversity is conducting a clinical trial of its university students
in yet another atteinpt o explain the cause for the 2006 mumps outbresk amosag college-age
stndents who had received both doses of the vaceine. However, Merck is listed as a collaborator
on that study, thus continuing to position itself to perpetuate its fraudulent eflicaey findings.

91. Muorek's ongoing misrepresentations and opussions with respect fo the
effectiveness ol its vaccine continue to concenl the role its degraded product played in the 2606
outbreak.

2 The 2089 Mumps Ouibreak

92, In his 2608 study, Dr. Dayan also predicted asother mumps outbreak would
follow three years alter the 2006 cutbreak. This followed from the three-year cyoles in which
outbreaks ocourred before children were widely vaceinated for mumps. *[{]n the pre-vaccine
era, muraps activity followed 3 vear oveles, so the current low setivity rate [al the ume of his
2008 study] may be transicnt while another eritical mass of susceptible persons acorucs.” Dayan,
New Enyland Journal of Medicine, 338,15 at 1587-48,

93, B August 2009, another mumps outhreak began just as Dr. Dayan predicted. As
with the 2006 outbreak, the 2009 outhreak ocourted desprte high vaceination coverage among the
U.5. chiidren's population. In toind, roughly 5,000 cases were confirmed by the CDC during the
2009 putbreak. This outbreak reaf{lirmed Krah's prediction that mumps cutbresks would

reemerge and increase over ume,
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94 Faced with a mumps outbreak i 2006, and withoul completg information as o
what might have caused i, the CDC ackaowledged that it waouki consider the possibility of
recommenxing & third dose of mumps vaccine. According to the Deputy Director of the CDC's
Viral Diseases division m 2008, *1f thorc's snother outbreak, we would evaluate the potential
benefit of 4 third dose to control the vutbreak.”

g3, Because of the 2008 and 2009 sutbresks, the CDXC hias also pushed back s terget

date for cradicating mumps from s original 2010 goal to no cadier than 2020, But no amount
of extra time or dosages will be enough to chiminate the discase when the vaccine does not work

as represented in the labeling. I will merely allow Merck 16 costinue to nusrepresent the

vaccine’s efficacy and thereby maintain its exclusive hold on the mumps market with ao
inadequate vaceine.
o6, To date, the government has not acted on Dr. Dayan's conclusion that it "may” be

time for 3 new mumps vaccine. Instead, it continnes to build i3 straieyy avound the existing

vaccine, Noris Dr. Dayan likely to pursue his own conclusion. He left e CDC to take
position in the Clinical Dopartment of Sanofi Pasteur, the vaccine division of the Sanofi Aventis
Giroup, Merek's partner in manufacturing and selling MMR Vaxpro and ProQuad in Europe. Dr,
Gerberding has also left the CDC. To January 2010, she became the president of Merek’s

Vaccine Division, a position she holds currently.

K. Merck's False Representatioas Through the Immonization Action Coalition
97, The Immunization Aclion Coalitton (IAC) is a aoreprofit arganization which
describes itself ss the "nation’s premivr source of child, teen, and adult immunization nformation

for health professionals amd their patients.” It provides educational materials and "facilitaies
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communication about the salety, efficacy, and use of vaccines within the broad iinmunization
community of patients, parents, health care organizstions, and government health agenvies.”

94.  The CDC works closcly with the JAC. Indeed, "{alimost all of IAC's educational
muterialg are reviewed for technical accuracy by mmunization sxperts at the CDC The CDC
also provides the JAC with financial suppoert for the purpose of educating health care
professionals ahout 118, vaccine recommendations. Several CDC physicians currertly serve on
IAC's Advisory Board. So does the current Director of the Nationa! Vageine Program Oftice at
the Department of Health and Husnan Services.

Y49, Merck alsy provides funding to the IAC.

150 The IAC asserts that Merck’s murmps vaccing has an efficacy rate of 97 percent, ZW
This comes fram the following mumps vaccing "Question and Answer® tformation sheet posted
on the [ACs website: "How effective is this vaccine? The first doge of MMR vaccine produces
good immunity to ... mumps (97%L7

161, Merck has done nothing 1o correct this widely disseminated misinformation,
sanctioned and supported by the CDC, about the efficacy of Merck’s mumps vascine. [
anvthing, through its funding and support of the TAC, Merck has once again positioned itself 1
facititate the spread of this false efficacy information. Clearly, if the CDC were aware of the true
efficacy of Merck's munips vaccine and the effort Merck has undertaken to conceal it, the CDC

would take steps to correet the IAC' information on the vaccine,
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IN FRAUDULENTLY REPRESENTING AND OTHERWISE CONCEALING THE
DIMINISHED EFFICACY OF 115 MUMPS VACCINE, MERCK HAS VIOLATED ITS
MULTIPLE DUTIES UNDER THE US. VACUCINE REGULATORY REGIME

162, There are three principal componcats to the governmeant regulation and purchase
of vaccines i this country. The CDC is responsible for the government's purchase of vaccines
arxd for educating the public on, among oiher things, the safety and ¢fficacy of vacoings and the
importance of immunization. The FIIA is responsible for oversecing the licensing and approval
of vaceines, their manuiacture and distribulion, and how they are represemted to health case
professionals and the publio through vaccine labeling. The National Vaccine Program, of the
Department of Health and Human Services, is responsible for gencrally overseeing the UK.
vaceing program, including coordinating with the various agencies invoived in the program and
manufachurers Hke Merck, and ensuring that vaceines are safe and cffective and in sufficiont
supply.

13 A critfcal underpinning of this overlapping vaccine regulstory framework is that
each sgency mvolved has accurate and up-to-date information on the satety and efficacy of the
various vaceines licensed for wse in thes country, This information 15 particularly important for
the CDC which purchases the vaceines pursuant to a vontraet with Merck, Not only does it
deeide which vaceines the governmoent will purchase. It also creates the schedule of
recommended vaccinations that determines those vaccines that children in public school are
required to take. Furthermere, as codified i the Natemal Chiddihood Vaccine Injinry Act, the
CIIC has the duty Lo warn the gublic sbout the safety and oliicacy of the vaccines. Notably, this

is a duty that Merck was instrumental in establishing,.
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104, Merck thus has ongoing snd independent dutics 1o disclose to these agencies all
material mnformation relating to the safety and efficacy of i1ts mumps vaccine, Howwever, in
mistepresenting a falsely inflated cificacy rate for its mumps vaccine and concealing what Merck
knew about the significantly diminished efficacy of the vaccine, Merck has breached these
multiple duties,

A, Moerck's Dnties to the CDC

1. Merclds Duty 1 Disclose Diminished Efficacy

105, Merck has both a contractual and statstory duty to provide the CDC with accurate
information regarding the safely and efficacy of its mumps vaceine. This duty is triggered by
Merck's contractual and statuiory delegation to the CDU of Merck's duty to warn the public
about the vaccing's safety and efficacy. Without this delszation, Merck would be responsible —
as any drug manufacturer would -~ tor providing adequate information & conswmers relating to
the risks s#nd beaefits of the vacoine,

106.  Merck and the CDU first ugreed to this delegation back in the 1970's, at Morek™s
suggestion. 1 provided a way 10 assure that the CDC could purchasce Merelk’s vaceines without
Merck being subjected to personal injury claims for failing to warn individual vaceinees or their
parents about the safory and efficacy of vaccines administered through government vaccination
programs. As a result of the parties' negotiation, the CDXC assumed the duly to warn with respest
to all Merck vaccines it purchascs. In exchange Merck sgreed to provide the CDC with all of the
nformation the CRC needs to adequately carry out the duty 10 warm,

107, Thas means that Mook has an ongoing duty to provide the CDC with accurate

information on the efficacy of its mumps vaceine, including apprising the CDC of any problems
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Merck discovers, or 1n the exervise of reasonahls care should have discavered, associated with
the vaccing's stated efficacy. In the absence of any dircet communicatons by Merck to the CDC
relating o the vaccine’s efiicacy, the CDL principally relies on Merck's vaceine package insert
for this information.

8, Merck benefits greatly from this srrangement as it protects Merck from liability
tor personal injury claims bssed on any fathure o provide consumers with adequate wamings
about the vageme, All of the Merck-CDC purchase contracts {dating back from the late 19705)
contairr language, onginally drafted by Merck's counsel, providing that the CDC agrees to "take
all appropriate steps to provide meaningful warnings [ conswmers| relating to the risks and
benclits of vaceination,”

109, This delegation is now codified under the National Childhood Vaccine Infury Act
which, among other things, requires the CDC to develop and disseminate vaccioe information
materials which provide: "(1} a concisc deseription of the bencfits of the vaccine, ... and (4) such
gther relevant inforaation as may be determined by the Secretary [of Health and Human
Serviges].” 42 USC § 300aa-26(c). Muorck-CDC purchase contracts still contain the delegation
of the duty to warn, but now alsc cite o this provision as the relevant autherity. The CDC also
cites to this provision i the Vaceine Information Statements it publishes apprising vaceinecs and
their parents or puardians of the purpose, risky and benefits of a particular vaccine.

114, The Act further provides a notable (and logical} exception o the statutory release
from hability of & vaccine munafactarer for a fatlure to wam, I does not apply if the
manufacturcr engages in "intentional and wrongful withholding of nformation relating to the

safety or cificacy of the vaccine after its approval.” Indesd, under such cireumstances, the
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manufasturer can be held lable for punitive damages for any fadure to warm, 42 USC § 30{aa-
23(d)(2XA) and {B).

111, Az the Third Circuit has held, Merci's duty 1o provide acourate and up-to-date
safety and efficacy information to the CDC 1s unequivosal and ongoing: “The manufacturer's
responsibihity 15 continuous, and i musl therefore appnise the CDC of any risks #f later discovers,
or in the exereise of reasonable care, should have discoverel.” See Mazur v. Merck, 964 F2d
1348, 1385-66 (3rd Cir. 1992},

2. Merck's Additional Contractual Daties 1o the CDC

112, The Merck-CDC purchase contracts also obligate Merck o comply with various
FDIA regulations regarding the manufaciure and sale of its vaccines. This includes the
requirements that Merck only self vacoines to the CDC that are licensed by the FDA and
manufactured in conformance with the FDA’s current Good Manufacturing Procedures
{"eCGMP"). As discussed below, a vaccine that is not manufactused in conformance with the
specifications upon which the government's approval is based -- such as dinsinished efficacy -
fails to comply with cGMP and thus violates the CDC purchase contract. Ay alse described
below, a vaccine that ix mislabeled, misbranded or adulterated (such as with a package msert that
represents an inflated efficacy rate), or falsely certified as compliant with the conditions of
purchase, likewise violates the CDC purchase contract,
B. Merck's Duties ta the FDA

113, Murck has ongoing duties t© the FIYA pursgant to the Public Heaith Service Act,
the Food Drug and Cosmetics Act and FDA roguiations that control the licensing, labeling and

manufacture of vaccines. 21 USC § 301 ef vay.; 42 LISC § 282 ef seq.
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1. Merck's Duty to Disclose Diminished Hfficacy

114, Vaccine mpanufacturers have an ongoing duty to report problems with efficacy.
21 CI'R § 600.12(b),

115, Vaccine manufacturers alse have an ongoing duty © manufactre vaccines m
conformance with cGMP, 21 CFR § 2182, In order 1o ensure compliance with cGMP, vaccine
manufacturery are required to test for safsty, purity, and potency every ot of the vaccine to be
soid. 21 CFR § 610. Per the specifications approved by the FDA for Mercks mumps vaceine,
this means that the amount of attenuated virus Merck puts in ils vaceine result in a mimimum 93
percent efficacy. See 21 CFR § 600,3¢s) (Potency 15 defined as the "ajbility .. .to effect a given
result™). I 2 manufaeturer lossns of 3 deviation from the specitications (such as diminished
efficacy), it has a duty to disclose that infonmation to the FDA, fully investigate it and corregt it
VCFR § 600,14, 21 USC § 331(cry snd 21 CFR § 211,192, A vacoise that doos not comply with

these standards is considered an adulterated product that cannot legally be sold. 21 USC §

33ifa).

116, Vaccine manufacturers also have an ongoing duty to report to the FDA all adverse
experience events {such as diminished efficacy). See, 21 CFR § 600.80. Failure to report an
adverse event may result in revocation of the license for the product. 21 CFR § 600.80(3). The
law aiso Imposes addibonal reporting requwements for vaceines, such as Merck's samps
vacoine, used in the pediairic population. It requires vaceine manufacturers to submif annual
reparts of any post-marketing pediatric stusdies to, among other things, inform the FDA of

whether new studies in the pediatric population have been initiated. These reports must include
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an analysis of available safety and efficacy datm in the pediatric population, snd an assessment of
data needed o onsure appropriate labeling for the pediatric population. 21 CFR § 601.28,

2 Merck's Dty to Ensure that Hs Mumps Vaccine Package Insert Is Neither False

117, Vaccine manufhcturers are at all tmes rosponsible for the content of their
labeling, including their package fssert. They are charged both with crafiing adequate and
accurate labeling and with ensuring that the information remains adequaie and accurate, This
includes an ongoing duty to sellvmonitor and vpdate their labeling — including all associated
package inserts and information sheets -~ when new information becomes available that causes
the labeling to become inaccurate, false or misleading. 21 CFR § 601 12 (M2} and 21 CFR
§201.56-37. A vacone s devmed 1o be mushranded and mislabeled, and cannot be sold, if it
labeling is "alse or migleading in aay particular." 21 USC §§ 352¢a) and 331(a).

C. Merck's Daties to the National Vaceine Program

118, Maerck also has duties under the National Childhood Vaccine Injury Act which
ereated the National Vaccine Program and the Vaceine Injury Compensation Program. The two
programs together wore mtended 1o creaic a simple, easy to adguaister system for vaceing mjury
compensation {which Merck wanted) and 2 more stable, competitive market for childhood
vaceines which would lead to vaceine improvements {which the government wanted). The
manufaciurcrs were deemed stakeholders and enlisted to collaborate and cooperate with the
government o improve the conniry's vaceihation program. In exchange, under the Injury
Compensation Pragram, Merck s other manufacturars obtained protestion from Hability for

personal injury claims.

38


Hilary Butler
Highlight


Case 2:10-cv-04374-CDJ Document 12 Filed 04/27/12 Page 39 of 55

119, The Act also created a new system for manufacturers to report all "adverse
evenly” related to vageines rednforcing the roparting requirements otherwise tiggered by the
Public Health Service Act and the Food Druy and Cosmetics Act, desoribed above., Those
adverse cvont reports are made on the Vacome Adverse Event Reporting Svstem and are
supposed to encompass any problems associated with a vaccing including those associated with
safety and cificacy. 42 USC § 300aa-25(b}.

D, Merck's Dty to Be Truthful and Fortheoming Tn Its Dealings With the
Goverpment

120, Merck has a duty to be fortheoring and honest with federal officialy in all of its

dealings with the goveriment, Specifically, under 18 USC § 1001, Merck is prohibited from
knowmngly and willialiy: (1) falsifying, concesling, or covering up a material {act by any trick,
scheme, or dovice; {2} making any materially false, ficiitious, or fraudulent statement or
representations; or (3 making or using sy false writing or document knowiag the same to
coutain any materially false, fictitious, or fraudulent statement or entry 0 any matter relating o

the government.

E. Merck's Breach of These Multiple Dutics te the Government

121, Merek breached all of the above duties by falscly representing that the efficacy
rate of its mumps vaceine is 95 percent or higher and by taking affirmative steps o conceal the
vaceine's diminished efficacy,

122, These daties were triggered as soon as Merck learned that the efficacy of its now
forty-five vear old mumps vaccine had diminished, Merck learned this nio Iater than 1999 as

evidenced by the admission by the head of the Merck team running the Profocol 007 testing,
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Krah, He even comrectly predicted that the diminished efficacy of the vaccine would lead 1o the
reemergence of mumps cutbreaks. But rather than disclose this to the CDC, FDA or the
appropriate individuals running the Mational Vaccine Program, as Merck was obligated to do,
Merck inatead embarked on g campaign of concealment and sutright fraud.

123, Farst, Merck devised a scientifically awed PRN test which attenipted to measure
the efficacy of its mumps vaccine based on how the vaccine performed against the less virplent
vaccine strain of the virus rather thas the wild-type strsin that exisis in the real world, Even
using this s¢ientifically dubtous methodology, Merck saw that the seroconversion rate was
significantly lower than the 95 percent efficacy rate that Merck was represgnting on its labeling
and otherwise. Merck abandonesd this methodolagy and its unfavorable results and kept them
hididen rather than disclose them to the goveroment.

124, Second, Merck devised an cven more scientifically flawed PRN st when it
"enhanced” its 1999 test with animal antibodics, The new methodology was not selected to
provide a more accurate measure of the vaceine's efficacy, 1o the contrary, the methodology
was concocted 1o measure a high seroconversion rate rather than an accurats ong. To ensure that
Merck's manipulation remaingd disguised, il fdsificd the test data fo guaraniee the pro-negative
ta post-positive change meoded to acldeve seroconversion, Having resched the desired, albeit
falsified, efficacy threshold, Merck submitted these fraudulent results to the FDA {(and the EMA
in Europe}, again breaching its multiple duties of open and honest disclosure to the government.

125.  Third, Merck took steps to cover up the fracks of its frandulent testing by
destroyving evidence of the falsification and lving to the FDA investigator that questioned Merck

about the ongoing testing. Merck also attempied to buy the silence and cooperation of the staffl
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imvolved in the festing by offering them financial incentives to follow the direction of dw Morck
personnel oversecing the frandulent festing process. Merck also threatened Relator Krabiling on
numerous gocasions with jail i he reported the fraud to the FDA.

126, Fourh, in 2664 Merck suhimtted the application for approval for ProQuad,
certifying the contents of the application as true even though Merck knew the statuments shout
the effectivensss ol the mumps vaccine were, 1 fact, false. At no tinne during this application
pracess did Merck disclose o the FIXA the problems of which it was aware {or should have beea
aware) relating to the significantly diminished efficacy of #ts mumips vacane, Accordingly. in
2005, the FDA approved Merck's application for ProQuad.

£27.  Fifth, Merck sought and secured FDA approval to change ity MMRIT labeling 1o

reflect an almost 40 percept reduction i the minimum potency of the mumps vaceine

component. It did this while leaving its talse representations of efficacy unchanged. And it did
this fisily appreciating that if the current, higher potency vaccine had an efficacy rate far lower
than the falsely represenied 95 percent, there was no way the vaceine would achieve this efficacy

with significantly less attenuated virus in each shot. Nevertheless, at no time during the course

of obtaiming the FDA'S approval for the labeling change did Morek disclose o the FDA the
problems of which it was sware {or should have been aware) relating to the significantly
diminished officacy of #s vaceine. Nor did Merck dhsclose its knowledge that these problems
woulil be greatly exacerbated if the potency in the dose was reduccd.

128, Sixth, Merck continned o conceal what it knew {or shouldd have known) about the

diminished efficacy of its mumps vaceine even after the 2006 and 2002 mumps outbreaks, Tt did
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so gven afler the OBC - with which Merck was supposedly working o determine the cause of
the outbreaks -- publicly stated that there was nothing wrong with the vaceine.

128 Seventh, Merck has continued to conceal what it knows (or shonld know) about
the diminished efficacy of its mumps vaccine even though the Immunization Action Cealition -
which Merck funds, and which the CDC also funds, supports and substantively contributes to -
prominentdy promnotes an efficacy rate of 97 percent,

130, And cighth, despite what Merck knows {or should know} abaut the diminished
efficucy of its mumps vaceine, Merck has fraudulently represented on its labeling a significantly
inflated efficacy rate. Not andy does this violate each of the multiple dutics deseribed above and
make Morek's roumps vaccine a mislabeled, sisbranded angd adulteraicd product. This
contimous misrepresentation falsely certifies to the government compliance with the toyms of
the contract pursuant o which the government buys Merck's vacoine,

134, Merek's broad-based scheme o falsely represent and conceal the diminished
efficacy of its mumps vaccing violated the multiple duties it owes the government to repurt,
investigate and atfempt fo correct any problems associated with the safety and efficacy of its
vaceine, inclading its duty: (i) to the CDC, 1o provide accurate and up-to-date efficacy
information and comply with ¢GMP requirements and not to sell mislabeled, misbranded or
adolterated products; (51} to the FDA, fo provide aceurate and ap-to-date efficacy information,
comply with cGMP requirements, fully and properly investigate, test, and correct any suspected
problems with efficacy, and ensure the ¢fficacy information reparted on Merck's labeling is

neitker false nor misleading; (i) unider the National Vaceine Program, to report all "adverse
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events” related 1o s vaccines inclading problems assoctated with efficacy, and {iv} to the
govoernment generally, 1o be forthcoming and honest in all of Merck's dealings.
INFRAUDULENTLY REPRESENTING AND ¢YITHERWISE CONCEALING THE
DBIMINISHED EFFICACY OF ITS MUMPS VACCINE, MERCK HAS ILLEGALLY
MONOPOLIZED THE MUMPS VACCINE MARKET
132, Asthe only company Heensed by the government (¢ sell mumps vaceine, Merck
has bad a monopoly in the U.S. market for mumps vaccine since it obtained its original license in

1967, However, Merck has maintained this monopody not through its businesy acumen or its

manuflactore and sale of the best quality product. Insiend, Merck bas willfully and iBegally

maintained its monopoly through its sngoimng misrepresentations of the efficacy of itz mumps

vaceine, and is viclations of the multiple dutics of disclosure it owes the government. Through

this misconduct, Merck has been able to praintain a falsely inflated efficacy rate for its mumps
vaceme and ¢xclude competing manufacturers from entering the market,
A, The U.8. Market for Mumps Vaccine

133, The U8, manufacture and sale of mumps vaccine (inchuiding Mampsvax, MMRU
and ProCuad) is a relovant antitrust market in thig case, For those seeking immunization for
MRLIMPS, & mumps vaceins s the only product available (0 achieve that result. So regardioss of
the price Merck charges for its mumps vacee, the extent or frequency of sny price increases for
the vaceine, or whether Merck incorporates the vaccine into multi-disease vaccines, as it does
wilh MMRII and ProQuad, there are no sltemative products 10 which the government, health
care protessinnals or consumers can furn to ohtain this immunization.

134, The U.S. market for mumps vaccine is further defined by the CDC's nationwide

schedule of recommended childhood vaccinations, mcluding a vaccination against mumps, and
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the requirement around the country that a1l public schoo! students be vaccinated against muamps
{among other childhood diseases)y. Ifa child is to attend public school -- not 1o menhion any
private school, university, sumimer camp or other educationsl or recreational institution in this
country - he or she must take a mumps vaccine. There is no choice (but for rare oxceptions}.
There is no alternative. No other products can snbstifute for this required vaccination.
B Merck's Munopolization of the Market for Mumpy Vaccine

135, Simce it originally obtained government appmoval for the mumps vaccine in [967,
Merck has had a natural monopely through its de facto exchusive Heense o sell the vaccine in
this couniry. This has extended to multi-disease vaccines such as MMR, MMRII and ProQuad.
But Merck has been able 1 maintain its monopoly not through providing the safest, most
effective and most cust offective mutpps vaceioes in the market. Rather, Merck has mamntained

s monepoly by representing a falsely mflated efficacy rate of 83 percent or higher.

136.  There arc significant barriers to entry inherent in the manufacture and sale of a
now vaccing, The rescarch, development, wsting and governmoent approval process is very
exponsive, time-consuming and risky, Several years and millions of dollars enight be spent on
developing a vaccine only o find it fil in the final stages of testing, or to have the government
refuse to approve it or significantly limit its application or distribution. Vaccine manufacturers
will therefore invest in developing a new vaccine only where they see both 2 ueed for the vacoine
aad an ¢pportusily to make 3 large enough returs on the significant capital investment and risk

invelved,

137, In the case of the ULS. market for mumps vaccine, this inherent barner to enfry is

substantially compounded by the falsely inflated efficacy rate of Merek's vaccine. As with the
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market for any product, 2 potential cornpetitar's decision Yo enter @ market hinges on whether its
product can compete with those products already being sold in the market. I an existing vaccing
is represenied as safe and at least 85 percent effoctive, as Merck has falsely represented its
vaceine to be, it wonld be economically irrations! for a potential competitor to bring a new
mumps vaceing 1o the market uniess i thought it could compete with the safety and efficacy of
the exdsting vaceine, No one would purchase it otherwige -« not the government, nor health care
providess, nor cConsumers.,

138, Tiuas i especially truc for the federal government stnce i« goal s purchasing
vaceings 18 to allocate its resources ia seduce and eliminate disease 1o the fuliest extent possible,
Using an infertor vaccine would significantly undermine the overarching purpuse of the
goverpment funded immunization programs, [t woukd specifically interfere with the
government's goul, albeit unrealistue in Hght of Murck's defective vacceine, of eradicating mumps
by the end of the decade.

C. Merck Has Mutntained Its Monopoly By Foreclosing Competition

139, Through 1s false representations of the munps vaceine's ellicacy rate, s efforts
to conceal the significantly lower efficacy tate that the Protocn] 007 testing confirmed, and is
repeated violations of the muliiple duties of disclosure it owes the government, Merck has
furcclosed potential competilors from eotering the market with a pew mumps vaccine, No
manufacturer is going to sink the time, cnergy and resources into developing the vaceine for sake
in the U.S, with the antificially high bar Merck has devised.

140.  Entering the market would be particalardy risky in the case of the mumps vaccine

given the four-decade lock Merek has had un the market.
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141, But for Merck's fraud and other misconduct, ang or more competing
manufacturers would have entered this Jucrative market -- with its guaranteed sales of almost 8
mitlion doses a year — with g compceting mumps vaccine. For example, GlaxoSmithKline, a
manufacturer of numerous FDA approved vacones, has an MMR vaceme, Priorix, that 38 widely
sald in Eurepe, Canada, Ausiralia and other markets, Priorix is not Heensed or sold inthe UK

142, By contineing to mistepresent an artificially high efficacy rate, and engaging in
all the misconduct to conecal the diminished efficacy of its vaceine, Merck has foreciossd
GlaxoSmithKline and any other manufacturer from entering the U.S. market for murmaps vaccine.
So long as Merck continues to engage in this misconduct, these manufacturers will continue to
be excluded from the LLS. mesrkat und Merck will retain its unchallenged monopoly with a
vaccine that does not provide adequaic immunization.

n. Merek's Harm to Competition and the Gevernment

143, Merck's misconduct has harmed competition by foreclosing other manufacturers
from entering the U.S. market for mumps vaceine. Without such competition, Merck has been
able to mamtain s monopoly in this market even though it ts manufacturing and selling 4 sub-
par vavcine. Tu fhe absence of this foreclosure, other manufacturers would have entered the
market with & higher quality sad/or cheaper vaceing. This competition, or the throat of such
cormpetition, would have forced Merek to vespond by either selling its existing vacuine at a lowet
price or developing a botter vaccine,

144, Merck’s misconduct has also harmed the government. It has caused the
government to pay Merck bundrods of millions of dollars for a product that is not what Merck

represents i to be and not what the government needs it to be. 1t has also deprived the
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government of a competitive masket for mumps vaceine which would promais the development
of new and better vaceines to Imprave the health of all Americans, And perhaps most
irppartantly, it has significantly undermined the government's efforts 1o protect the public against
a reswrgence of mumps. Qutbreaks of the disease have increased and threaten to continug and
grow larger. And the oniginal target date for erudication of the disease has long since passed.
THE UNITED STATES' PAYMENT OF HUNDREDS OF
MILLIONS OF DOLLARS FOR A VACCINE
THAT DOES NOT PROVIDE ADEQUATE IMMUNIZATION

145, Over the past decade, Moerck’s fraudulient scheme to misrepresent the officacy of
its mumps vaccine has ¢ost the U.S. lumdreds of millions of dollars through the govemment's
annual purchases of the vacete under the Nattonat Vaccine Program. Had Merck complied with
the LS. antitrust {aws and with its multiple duties of disclosure and reported the diminished
efficacy of its vaceine - rather than engage in fraud and conecalment - it would have affected
{or centainly had the potential 1o affect) the government's decision to purchase the vaccine. The
government would have had the opportuity (o consider pumerous options. For MMEIL this
would include not purchasing the vaceine from Merck, paying less, requiring a labeling change,
requiting additional testing, or poworitizing development and approval of a new vaccine (per the
mandnte of the National Vaccine Program). For ProQuad this would include not licensing the
vaccine at all.

146.  But Merck did not comply with these duties of disclosure or with the antitnast
laws. Insicad, it tock pains to maintain its fraudulently mnflated efficacy rate and its monopoly
grip on the market so it could foist on the government a vaccine without sufficient immunizing

effect. In other words, over the past decade, through its scheme of fraud and concealment,



Case 2:10-cv-04374-CDJ Document 12 Filed 04/27/12 Page 48 of 55

Merck has sold the government a vaccise that {1} is mislabeled, misbranded, adulierated and
falsely certificd; and (i) does not comply with the FDA's labeling, reporting and testing
requirements; with the CDC's roporting reguirements; with the cOGMP standards required by the
CDC comtract and the FDA; and with the requirements of the National Vacome Program to
report any vaccine failure,

147, The CDC plays the critical role of making the government’s vaceine purchasing
decisions. H is respomsible for entering into the contracts with the manufscturors, deciding which
vaccines to purchase, providing information on safety and efficacy o health care providers and
the public, and promoting the benelits of widespread immunization. The CDC purchases
vaceings in batches of varying stze throughout the year for adnumistration o the public. As
aegotiated, Merck ships it vaceines 1o the CDC's designated repositories. Merck thereafiar
submits a claim for payment which the CDC sulsequently pays.

§48%  The CIX anmuslly purchases from Merck anywhere from roughly $60 million to
$£76 million of its MMRII vaccine, This comes from the following approximate calculation:

4 million (srmual number of 1.8, births)
9% (childhood §aecination rate}
X

2 {number of doses per vaccinaied child)
X

32 (rate of vaccine spending atiributed to CB(C)
X
18 to 19,33 (doltar price range of MMRIL dose from 2000 to present)
The murmps component of the MMRI vaccms represents about 40 percent of the vaccine's total

Cost.
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149, Since 2000, the CDC has tus paid Merck move than $700 mitlion for its MMRH
vaceing (0 be admimistered to children, These amounts likely underestimate the CDC's total
purchascs because they do not account for purchases of ProQuad, which is significanily mosc
expensive than MMRIL Mumpsvax, or purchiases of adult doses of Mumpsvax, MMRI and
ProQuad, which Merck aiso selis to the CIC. Over this period, the US. has therefore paid more
than three-quarters of a billion dollars for g mislabeled, misbranded, aduitcrated and falsely
sertified vaccine that does not provide adequate immumzation.

CILAIM FOR RELIEF
{Merck's Viclation of the False Claims Ach)

150, Relwors reallege snd incorporaic by reference all of the allegations sef forth
herein.

I51.  Thiz s a claim for treble damages and penalties under the False Claims Act, 31
U.S.C. § 3729, ef yeyy.. as amended.

152, Asset forth above, I vielation of 31 1180 § 372%(n) 1}, Merck knowingly
presented, or eaused (o be presented, to the United States government, false or fraudulent clairs
for pavment or approval when it billed the government for its purchases of 2 mumps vaccine
that, among other things, (i) was significantly less effective than Merck represented it to be, (i1)
did not provide the product the government contracted o purchase, (1) was miskabeled,
mishranded, adulterated and falsely cortified and {ivy was exclusively supplied to the government
by Merck becanse of Merck's illegal monopolezation of the mumps market,

153, In sddition, at least for conduct securring on or after May 20, 2009, Merck

vielated 3§ US.C, § 3729 1A (formally 31 11.5.C. § 372%aX 1) as amended by the Fraud
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Enforcement and Reeovery Act of 2009} by knowingly presenting or causing o be presented
false or fraudulent claims [or payvinent or approval when Merck billed the government for its
purchases of a mumps vaccine that, among othar things, (1) was significantly less ¢ffective than
Merck represented il v be, (i1} did not provide the product the government contracted to
purchase, {115) was mislabeled, mishranded, adulierated and falsely certified and (iv} was
exclusively supplied to the govermment by Merck beeause of Merck's itlega! monopelization of
the mumps market,

154, As sot furth above, in violation of 31 US.C, § 3729(a)(2}, Merck also knewingly
made, used, or caused to he made or used, false reeords or statements 1o obtan payment or
approval by the government of Merck’s false or fraadulens ¢laims for purchases of its mumps
vaccine when Mercl, among others things: (1) failed to disclose that its mumps vaccing was nol
as effective as Merck represented, (1) used improper esting techmtques, {ii) mampulated testing
methodology, (iv abandoned undosirable test resulis, (v} falsified tost data, (vi) faled to
adequately investigate and report the diminished efficacy of its mumps vacvine, {vii} falsely
verified that cach manufacturing lot of mumps vaccine would be as effective as identified in the
labeling, {viii) falsely certified the accuracy of applications filed with the FDA, {ix) falsely
cettified compliance with the terms of the CIXC purchase contract, {x) engaged in the {raud and
concealment described herein for the purposc of illegally monopolizing the U.S. marke for
mumnps vaesine, (i} mislabeled, misbranded and falsely certified its smumps vaccine, and {xi}
engaged in the other acts desershed hersin @ concesl the dimiaished efficacy in the vaccine the

government was purchasing. Merck engaged in all of this misconduct to nmintain its monvpoly
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of the U5, market for mumps vaccines and o secure continued payvmert by the government of
Merek's false or fraudulent elaims for its sales of the mumps vaceine.

155, Inaddition, at least for false or fraudulent claims pending or made on or aiter June
7, 2008, Merck viojated 31 U.S.C. § 37280a){ 1 )(B} (formally 31 US.C. § 3729¢(a¥2) as wmended
by the Fraud Enforcement and Recovery Act of 2009) when Merck knowingly made, used, or
causcd to be made or used, false records or statements material 10 us false or fraudulent claigs
when Merck, amonyg others things: (1} fatled o disclose that s mumps vaceine was not as
eftective as Merck represented, {8) used improper testing techaiques, (i) manipulated testing
methodology, (1v) abandoned undesirable tost resulis, (v fulsiflicd test dasa, (vi) fatled 1o
adequately investigate and report the diminishod efficacy of its mumps vaceing, (vil} falscly
verifisd that each manufacturing ot of mumps vaccine would be as effective as identified in the
tabeling, {viii} falsely certified the aceuracy of applivations filed with the FDA_ {ix) falsely
certified complisnce with the terms of the CDC purchase contract, (x) engaged in the fraud apd
concealment described hergin for the purpose of illegally monopolizing the U8, market for
mumpns vaceine, (ki mishabeled, misbranded, and falsely certified its mumps vaceine, and {xit}
engaged in the other sets described hercin 1 conceal the diminished efficacy of the vaceine the
government was purchasing.

136, These folse statements, rocords, and data, and Merck's multiple failures to comply
with its various dutics of disclosure, investigation, testing and reporting, were maierial to the
governiment's purchases of and payments for Merck’s vaceing, and the UDC's long-standing
recommendation (o have the public vaccinated with Merck's mumps vaceing, This materiatity is

reflecied i
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«  Merck's contractual and staivtory duties to disclose © the government all infonpation
regarding the safety and efficacy of its mumps vaccing;

«  Merck's multiple istentional violations of these duties;

¢  The CDC's responsibility o ensure that 8] vaccines manufactured and sold inthe
118, are safe and effective;

» ‘The FDAs responsibility fo ensure that all vaccines manufactured and sold in the
[J.5. are safe and effective;

+ ‘The National Vaceine Program's responsibility to ensuare that all vaceines
manulactared and sold in the U5, are safe and effcctive;

*  The CD{'s respomsibilily to provide health care professionals and the public with
aceurate and up-to-dale information on the safety and efficacy of vaceines;

¢  Merck's decision to conduct PRN testing of its mumps vaccine which would be
reported to the FDA,

o  Merck's abandonment of the 1999 PRN methodology in favor of a methodology that
weukd yield betier results,

»  Muorck’s improper use of animal antibodies in its "enhanced” PRN test to artificially
boost its seroconversion rasults;

s Merck's falsification of pre-posilive st data o report the results 1t wanted using the
anemal antibodies in its testing;

o  The CIs continued belief in the face of the 2006 outhreak that theye was nothing
wrong with Merck's vaceine snd that ¢t should continue to be used;

¢ The call by at least one CDC doctor for a new vaccine if the Merck vaceine was not
effcctive in preventing outbreaks;

»  The prominent publication of inaccurate mumps efficacy information by the
hinmunization Action Coalition

»  Merck's contimung efforts o 1improperly mamtain i morsapoly of the U.S. market
for mumps vaceine through its false representation of an inflated efficacy rate; and
ultimately
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* Morok’s own recognition that it would losc its exclustve license (0 sedl mumps
vaceine if it did sot measure and report at Jeast a 95 percent scroconversion rate in the
mumps effizacy testing conducted in Kral's lab under Protocal 607,

157, Each representation Merck made 1o the government asserting that its mumps
vaceine was at least 93 percent effective, including through its product package inserts, the
reporting of its fabricated test resuits, and otherwise, as deseribed above, constituted a false
siatement or record. Likewise, each mvoies Merck submitted, or caused 10 be submitted, to the
government for payment {or the purchase of the vaccines, constituted a false or {raudulent claim
for payment. Relators caanot identity at this time all of the falze elaims for payment ¢aused by
Merck's unlawfi! conduct because they were submitted at numerous times under various
requesis hetween 2000 and the present,

1538, To the extent that the facts alleged in this Complaint bave been previously
discloved to the public or the government in any fvhion, Relators are cach an "oniginal souree”
of the information as defincd 1n 31 (1.5.C § 3730(e)(4.

139, The United States government, the pubhic, and the public treasury have been
damaged by and continue to be damaged by Merck's fraudulent conduct.

166, In addition, Merck’s frauduient conduct may be in viclation of « 2008 Corparate
Integrity Agreement that Merck entersd into with the Office of Inspector General of the
Department of Health and Human Services. Merck entered into this agreement as part of its
sultlement with the United States to resolve prior unrelated False Chaims Act litigation. As part
of this agreement, Merck s obligated (o promote its "products (ncluding vaccines} thal ave

reimbursed by Federal heasith care prograrns™ in compliance with the federal program

requirenmss.
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PRAYER FOR RELIEF

Wherelore Relators requests the following relinf

A, That Merck cease and desist from violating 31 {0.8.C. § 3729, ¢f seq

B That the Court enter judgment against Merck in an amoant equal to three umes
the damages suffered by ihe United States due to Merck's unlawful conduct;

<. That the Court enter judgment against Merck assessing a civil penalty of no less
than 55,500 and no more than $1 1,000 for each violation of 31 UK, § 3729,

D. Thai Relators receive the maxinum award allowed by 31 USLC § 3730(d),

iz That Redators be awarded all costs of this action, including attomeys' fees, costs,
and expenses pursuant 10 31 UR.C. § 37300dy;

k. That the Court sward pre and post-judgment inferest on any damages awarded (o
the United States or Relators; and

G. ‘That the United States and Relators be awarded alt such other relief that the Court

deems just and proger,
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JURY DEMAND

Relaiors hereby demand a trial by jury.

Dated: April 27, 2012

Kcller Grover LLP Mueredith & Assoaciates
Jeffrey F. Kellor e
Kathicon R. Scanlan bc@b’& M@firz—’ " ﬂ}
1965 Market Strect Jool C. Meredith & o g mmae i By K8
San Francisco, CA 94103 1521 Locust Streat, 8th Floor
Tel. {4133 543-1305 Philadelphia, PA. 19102
Fax {415) 5437841 Tel: 215-564-31%32
Fax: 215-369-0038
Wasserman, Comden, Constantine Cannon LLP
Cusselman & Esensten,
LL.P. Gordon Schnelt
Feffrey 1. Shinder
Melissa Hamett Jason Enzles
5567 Reseda Bivd, Mardene Koury
Sutte 330 3134 Madison Ave.
Tarzana, CA 81356 New York, MY 10017
Tel: {418} 7056800 Telr {212) 350-2730
Fax: {818} 345-0162 Fax: {2123 350-2701

Schlam Stone & Dolan LLP

Robert L, Begleiter

26 Broadwuy, 19th Floor
Mew York, NY 10004
Tel: 212} 344-3400
Fax: (Z212) M4-7677

Counsel for Relators
Stephen A, Krahimg
Joan A. Wiochowski

35





