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i
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Ulnitad States of America exrol,

{ivil Action Noa.

Stephen A, Krabling and Joan A, -
Wiochowskd, : & ,

- 1 COMPLAINT FOR VIOLATIONS OF

Plaintiffs, :  THE FEDERAL, FALSE CLAIMS ACT

.
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- AT
Stephien Krahling and Joan Wlochowski bring this guf tem action as Relators on behalf of ek
" The United Sates apainst thetr former emplayer, Merck & Co., oo, (“Meck™, under the False

Claime Act, 31 US.C, §§ 3729-373), and alicge -- upon knowledge with respect 1o their own
v an;i those they personally witnessed, and upon information and belief with respoct te‘éli_
other matters - ag follows:

| INTRODUCTION

1. This cage is sbout Morck's efforts for mere than 2 decads to defiend the Usited

States witit respect o the efficacy of Merck's mumps vaoeine,

2. Spectfioaily, in an effort ¢ maintain its Food end Drg Administration ("FDA”)

approval a:d exclusive ticense to sell the vaccine, Merck has used fmproper testing techniques

. and falsified test data fo fabrioate & vaosine efficaoy rate of 95 peccent of higher. This is the
fficaoy threshold on which the FDA insists for its licensing and approval of the vaocing. In
trufh, the effivacy rate of Merck's nmumps vacoine is, and has been sinoe st least 1995,

significantly lower than ¢his requisite theéshold,
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3 Relators Keahling and Wlochowski wers araployed sz virologists in the Merok lab
that performed this Seudulent officacy testing. They wilnessed fitsthand the improper westing
and data falsification in which Morck engaged {o mrtificially inflate the vaccine's sfficscy
findings. In fact, they were pressured by their Merck supediors and senior Merck management to
participate in the fraud and subsequent cover-up, h

4, As aresult of Merck’s fraudulent scheme, the Unitod States has over the lust
gdecads paid Mevck hundreds of millions of dollars for a vaccine that does not provide adequate
immunization. Had the government known the true efficacy of the vaécizze, the government™s
decision to purchase the product surely would have been different, sither purchasing the vaccine
from another source, reqpuiring that Merck produce & new vacoine with the requisite ivmanizing
effect, or re-negotisting the contract for the existing prodact.

5. As the single largest purchaser of childhood vaccines (accounting for more than
50 percent of ell vaccine putchases), ﬂm United States iy by far the largest financial victim of
Mercic's fraud, But the uitimate victims here are the millions of ¢hildres who every year sre
being injected with a rumps vaccine that is not providing them with an adeguate level of
profection. And while this is o disease that, sccording o the Cesters for Disease Control

_ ("CDCY), was supposed to be eradicated by now, the fallure in Merck’s vecoine has allowsd this

disease to linger with significant outbreaks cohtinuing to owur .

| ’ '6. - Relators bring this case on belalf af the United States to recover the finds that the
government spent for & vacine that — in zizeabseme anm&*& fraud ~ it would not have
otherwise purchased, sixd for all associated penalties, They slso bring this case 1o stop Mok

- ﬁ‘{smm@&g%&ﬁ&miamt&emeﬁﬁgﬂyof%m@m& )
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JURISDICTION AND VENUE

1L, This Court has jusisdiction over the subject mater of this action under 28 U.8.C.
§ 1331 and 31 US.C. § 3732(8).

12.  This Court hes personal jurisdiction over Merck nader 28 U.8.C. 8 1391{b) and
31 UB.CL§ 3732¢) becanse & substantisl part of thie events giving rive to this Complaint
oceurred in this District, Indeed, Merck’s fraudhlent schems with respect (o iR rommps vacoine
was originated and continues to he carried out in this District at Merck’s vacelne division facility
in West Point, Penusylvania. _

13, Poraient to 31 US.C. § 3732{a), vonue is proper because Merck can be ﬁlmné in,
and transacts busiocss within this Distriet. Throughout the time ém’ioz! relevant to the allegations
of this Complaint, Msrck engsged in substantind business transactions within this Distriot and
conumitted many of the violations proscribed by 31 U.S.C. § 3729 in this Distriot.

BACKGROUND
14, Formore than thirty vesrs, Merck has bad an exolugive license from the FDA to
manufacture and sell a mumps vaceine in the 1.8, The FDA first approved the vaccine in 1567

 Kewas developed by Dy, Mawrice Hillemua, at Merck's West Point resoarch facility, from the
- mwimps vinus that inficted his five year-old daugher Jervl Lynn. Merck continues to use this

“Toryl Lyan” strain of the virus for its vaccine today,
15, Merck’s oviginal momps vacoine was delivered to paticnts in s single, stand-glons

" injection. In 1971, Merck developed a combination vaccine which defivered Merok’s vancines

for measles, mumps and rubellz C'MMR”) in one injection. The same year, the FDA gavo
Merck the exclusive ULS. license to magufotore and seil this MMR veaocine. Yo 1978, the FDA
spproved and gave Merck the exclusive U8, license for fhe manufaoture and sale of “MMRIL" 4
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replacoment for MMER containing a different strain of the rubella vivus, Since thet time, Mercike
has gold mors than 450 million doses world-wide, with approximately 200 million doses sold in
the 1.8, Merck currently sells mere than soven million doses of the vaccine in the ULS. anoually.

16,  In order to oblain s original FDA spproval and license to sell the mumps
vacsing, Merck conducted fests which damonstrated that the vaceine had an officacy rate of 85
percent or higher, This meant that 95 porcant of those teking the vaccine woul;i be mmizmmé
against mumps. The FI2A insists en such 2 high efficacy rate because only then can the disease
ultimately bo eradicated through what is commanly referred to 4 “herd immunity.” Shortof
that, there remrains a roal risk of continued outbreaks of the illness. When outbreaks of mumps
coeur in vaccinated populations, the diseass afflicts older children wha are at greater risk of
complications. It also presents groater rigky for mm,‘ “

17, Merck’s mumps vaceine originally seemed well on its way to achieving this herd
itnrunity tlm-shcki, Before the infrodustion of the vacaine, there wore approximately 200,000

cases of pyoeps in the US. annually. This sumber dropped off procipitously sfter the

. widespread admisistration of Merck's vaccine. Tn the 19808, outhreaks of mumps still ovourred

but these oo petered out for # while with the requirement begimming in 1989 that children recoive

- two oses of the MMRII vaccine (et 12-18 months, and again at 4-5 years), The CDC pmjecied
it by 2010, mumps would be completely cradicated, Unfortunately, thet has not happened,

Beginning in 2006, there has been a resurgonce in maumps outhroaks with the most recemt one

starting st year sud ongoing now.
I8, The ream for these continued ontbreaks is that %{mk’s vacving does not have g

9% parcent efficacy rate, The vacaine may have boen 95 percent effective when it was aﬁgiaaﬁy

- Ticenged in 1967, but the vaceine virus has besn waning »y it is continually “passaged” to create
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more vaosine virus for distdbution. Vaccine propagation further attenuates the virus, a problem
which is compounded with sschi additional passage of the virus to create more vacaing, This is
senecially evident in the case of Merck's mvmés vaccine.bmse the vacoine sioain wag
established more than forty years ago and has been used to manfacturs hundreds of millions of
doses,

19, Rather than develop » new mumps vaccine with the requisite efficacy rate, Merck
has ingtead taken pains to maintain before the FIDA and the public thet its forty.year old vascine
continues t¢ have an sfffcacy rate of 95 percent or higher. ﬁzig was eapy to do for 2 while
bsocxuse Merck was shie to rely on the effoasy testing it conduoted in conpection with the FDAs
original granting of Merok’s oxclusive license. However, in 1097, the FDA required Merck fo
conduct renewed officacy tsting of the mummps veccine in MMRIL The FDDA's demand also
coincided with Merck’s development and quest for FDA approval of 2 new vaccine called
*ProQuad” which would combine its vaccine against varicella (i.e: chickenpox) with MMRI,

20,  Without demonstrating that its surops vaceine coatitiued 1o be 95 percent
effective, Marck would jose its exclusive ﬁ.cmm to manufecture and sell ity MMRI vaccing,
And if Merek lost the license for MMRIT, Merck would also be w&b}& to secure FIDA approval
for its ProQuad vaccine. So, Murck set out fo conduct testing of its mumps vacoine that would
guarantes an officacy rate of 95 percent or higher, Jtdid this throngh manipulating Its testing

procedures and falsifying the test rosults, Relators Krahling and Wichowsld participated on the
‘Merok tean that condacted this testing and witnessed firsthand the fraud in which Merck
. engaged to reach its desired reswlts. Merck intornally referrod to the testing as Protocol 007.
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the virus, The “sexcconvession™ rats is the solentific tern for measuring the percenlage of
children that are successfully immundized from the vaccine. A seroconversion occurs when the .
pre-vaccination blond saxmple Is “negative® frncaning, insufficient antibodics to neutralize the
virus) and the post-vaccination sample is “positive™ {meaning, sufficient anfibodics to peutralize
the virus). For the paposes of its testing, Merck needed  seroconversion rats of 95 percant or
higher, This was the sfficasy threshold fhe BDA required. |
25.  While Merck's PRN test was rmd&led after the efﬁmy teat generaliy acceptod in
the indostry, it diverged from this “gold stesdard™ test in a significant way, It did ot test the
vacoine for its ability fo protect againgt a “wild-type” munps virus. A wild-4ype virus is » steain
of the virue ¢ it exists in nature snd would confront a person in the real world. That is the {ype
of real-Tife virus spainst which vacciies are generally tested. Instead, Merck tosted the
children"s blcod for its capacity to neutralize the same Jeryl Lynn mumps strsin with which the
chifdren wers vaccinated. The ohildren’s vaccine response was not tested for its capacity to
meutralize ﬁm‘ieﬁz, dmease—cawng wumps vitus, The use of the Jeryl Lynn strain, a9 opposed 1o
a virlent wild-type strain, subverted the fndamentsl purpose of the PRN test which wag to
meastto the vaccine’s sbility t provide protection agtinst a disease-causing nrUmps virus that
child would actually face in real life. The end result of this deviation from the acoepted PRN
gold standasd test was that Merck's test overstated the vaceine's effoctiveness,

26, Bvenwith = deviation that could only overstate vacsine effectivenoss, the results

frem Merck's prefiminary testing yielded a seroconversion rate of aniy 79,5 percent. This was

more then 15 percent lower than the 95 percent efficacy threshold on which Merck’s original
FDA approval and exclusive Hoense was based wnd which the FDDA stil required. Merek knew

- -fltat a ssroconversion rate so Tar below 95 parcent wonld not be accepteble to the FDA and
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wounld not support Merck’s continued license to exclusively sell the mumps vaocine (or s new
ticense to sell ProCuad). Indeed, during the testing process, Krah on several occasions siressed
to his steff {Including 1o Relators Xrabling and Wiochowski) that i Merck could not show a
minimum 83 percent sexoconversion rate in conducting these mumyps efficacy tests, the FDA
would rescind Merck's exclusive licensing rights to MMRIL,

27. 8o, Merck abandoned the PRI test and the unsatisfactory results it vielded and
worked towardy developing s new efffcacy test that woukd yield the desired sarcconversion
resuits,

B. Merck's Improper Use of Rabbit Antibadies In Itz “Enhsnced” PRN Test

28, 'The second test Merck employed wader Protoco! 007 was formally calied the
Anti-IgG Eohanced Mumps Plague Reduction Nevtralization Assay. 1t was commenced in 2000
and again led by Krah and his staff a Merck’s Wost Point facility. Relators Krahling and
Wiochowski participated on the team that conducted this sopposedly enbianced test, Bach of
them witnessed Brsthand the Slsification of the test dats in which Merck engaged to reach it 95
percent efficacy threshold. In fact, each was significantly presvured by Krah and other senior

Merck parsonnel to participats in this freud.

29, From the ovtuet, the objentive of this newly devised procedure was olear. It was
uot to measure the actunl seraconversion rate of Merok's rmiunps vaccine. It was to come up with,
2 methodology that would yield a minimum 95 percent efficacy threshold regardless of what the
vaccine's true efficacy astually was, The very first page of an Qctober 2000 Merck presentation
on the newly devised efficacy test siates just that: | |

. Objectlye: Identify a murmps nontralization agsay format . . | thet penmils
measurement of 1 2 5% sorovonversion rate in M-M-R®11 vaccines,
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Notably, nowhers in this presentation or anywhere else did Merck provide any kind of
jusﬁﬁcati(m or explanation for abandoning its original PRI test and the unsatisfactory officacy
rosuits the tost vielded,
| 3. - To reach the staied objective for -it‘s “enbyanced” test and increase the measured
serooonversion rate o the predetermined 95 percent threshold, Merck contimed 1o use its
sctentifically flawed PRN tost but with one sddjtionsl change, Merck added sntibodies made in
rabbifs, sotnetimes referred to &g anti-IgG, to both the pro acd post-vaccination blood samples,
Theuseof rabbif antibodiss in laborstory testing is not wncormon, They cansarve as &
hightighter of sorts to mark humen antibadies that might not otherwisc be identifiable on their
ovn. Significantly, in those experinients where rabbit antibodies are added as sn epzyme o
1dentify human antibodies, the rabbit antibodies do not slter the outeome of the experiment.
However, Merck added rebbit antibodies for the singular purpase of altering the ouicome of the
et by inoreasing the vins neun‘aiizat;'tun count.
31 Inalsboratory sefling, rabbit antibodies can combine with human antibodies to

‘pEuge vine ﬁémraiizaﬁan fhat would 5ot otherwise ocowr from e hunan antibodies alone.

Without applying a 'pz;;pzsr “control” 1o the provess, there is no way to isolate whether virus
neutralization is caused by the human antibodics alone or in combination with rabbit antibodies,
Merck did not employ this kind of contrel. Wt inciuded i;a ita gerovonversion measw:‘e all viras
neutratizations regardless of whether they resulied fom huran antibodtes or by their
combination with the rabbit antibodies, ‘This “chauced” PRN procedure therdby allowed Merck
to nosease dramatically the recordeble instances of'm‘;zmps virus noutralization and to count

those reutralizations toward seroconversion snd ity measure of the vacsine™s sacoess,

10
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32, Merck knew that the aeutratizations atfributable to the rabbit astibodies would
nover exist in the real world. This is becanse fhe human immune system, oven with the
imanunity boost provided by an sffective vaccing, could never praduce rabbit antibodivs. And
adding rﬁ‘abit antibodies as & supploment to @ vaccine was not an option because it could result in
seaious eomplications 10 4 human, even death. Thus, the “uncontrolied™ boast to nsuiralization
Merck designed using rabbit antibodies in ils laboratory did not in any way conespond o,
vomdlate with, or represent real-life (in »ivo) virus nevsiization in vaccinated people.

33.  Buf the use of the rabbif antibodies allowed Merck to schieve its high

seroconversion objectives. I fact, the exect same paired blood samples that were found under

Meorek’s original PR teut to Jack sufficlent virus nentralizing antibodies were now considered
seroconverted under the “enhanced” test. Indeed, in one panel of sixty paired blood samples that
had failed the original PRN test, Merck measured a secoconversion rawe of 100 peroent! In other
véazds, sorenenutralizing concentrations of antibodies that would never protect 2 child from
mumps in the real world were rnder Merck’s “enbanced™ test freated an vacoine succesaful solely
bm of the additional neutrafization provided by the rabbit angibodies,

34,  Krah defended the nss of rabbit antibodiss in the “enhaxwesd FRN test by
poiniing fo the FDA’s purported approval of the process, Howwer whatever approval Merck
may 2mmeivad for this testing, the FDA was not fully aware of the extent of Merdk’s
manipadation, inoluding Merek®s wholesale fabrication of test data to reach its preordained 85

peroent efficacy threshold,

L Meorek's Falsification of the “Enharced” PRN Test Resulis

35, Theve was one significant problem with Merol's improper use of rabbit antibodies
$o boost its viros neutralization sounts. Rabbit anlibodies boosted noutralization coutits not only

i1
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in the past-vaccinatioe blood samples. They also boosted them in the pre-vaccinafion samples.

However, tod much viros neutralization in the pre-vacoinated sample created a “pre-pasitive,”

enough virus neutratization 1 pass the seroconversion threshold withowt ﬁre vaooing.

36, Pro-pogitives will ordinsrily ocour in & small perceniage of the child populaficn
that will be fmumume to mumps even without vaccination. This itamunity would principally come
from a provious exposure fo the mumps virns, or fom immunity that is transferyed to a child
from the mother in utero. However, the incidencs of this jmmonity is small, generally measured
by the scientific community at sround & percent of the child populfation.

37.  The problem for Merck was that with the adidition of the rabbit antibodies to the
pre-vacvination blood samples, its test was fnding a significantly higher percentage of pre-
positives than the % percent industry recognized standard, In the results of one fest that Relators
Krehling snd Wiachowski both witnessed, the pre-positive rate was more than 80 petcent. Krah
instructed Wlochowaki to throw out the results of that pactionlar test.

38, The existence of such & high percentage of pro-positives threatened the viability
of Merck’s “enhanced” tost becanse the high pre-positive rate would red flag the procedure a;f.self
as flawed, The DA would question {te results of a test that had such a high level of pre-

positives. And Merek was well awere that the FDA would never acoopt thg resulis of en ¢fficacy

. test that manipujated rabbit aatibodies to inflate the virus nentralization counts in the pre-

" vaceinstion blood. Further, when there was a pre-positive in the pro-vaccinated semple, any

frvorable results in the postvaccinated sample could notbs _uséd as g vaccine success toward the

. 9% percent sfficacy vequirement.

39, Inthe Outober 2000 presentation, Merck ascknowledged fhat its initlal “enthanced”
PR testing resufts yieldod a Tevel of pre-positives that wes toe High, Morck also made clear that

2
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they needed to “optimize” the amount of rabbit antibodies used in the process so that the test
would yield 4 pre-positive rate of 10 percent or fess and a seroconversion rate of 95 percent or
more: “Pre-positive rate i9 higher than desirable,” and “Continue evaluation of results nsing
optimized anti-Ig@ amount (target 5 10% pre-positive rate and > 95% seroconversions),”

4G, The problem was that no arount of tinkering with the Jevel of rabbit antibodies
would produce & pre and post-vaceination virus neutralization for Merck's vaceine within the
desired rango. Without eabbit antibodies, Merck could not support & sufficient lavel of post-
vaccination neutralization. Convessely, by adding rabbit antibodies, Merok could not avoid
having too high a lovel of pre-vancination neutralization {7.¢., {00 many pre-positives), Thislet
only one way for Merck o meach ity desired serovonversion outcome ~ falsify the test remulia,

41,  Bpecifically, Krah and Yagodich and other members of Krah's staff falsified the
fest results (o ongure 2 pro-positive neutralization rate of below 10 percent. They Jid this by
fabricating their plaque counts on the pre-vaccination blood samples, counting plaques fat wers

not actualty there, With these inflated plague coungs, Merck wag able to count a3 pw«mgaﬁw;

thase blood samples that would have otherwise been counted as pre-positive because of the
inereased nentralization coused hy the rabbit antibodies,
42.  Marck®s fulsification of the pre-vaccination plagus counts was petformedina

broad-based and systematic manner:

s Krahisitressed 1 his stafl that that the high munber of proe-positives they were
- finding was a problens that seeded {0 be fixed.

» . Kirsh dfeected hig saff to re-check any sample found to be pro-positive to see if
“guote plaguds could be found to convert the sampls 0 & pre-negefive.

» - Kreh and Yagodich ﬁ!&iﬁedplmmwcmmwiﬁmtﬁpw
negatives, and dirccted other stafl scientists to do the same,

: 13
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a Krah appointed YVagodich end two others to “audit™ the testing that other staff
scienfists had performed. These sudite were limited to finding additional plaques
on pre-positive samples thereby rendering them pre-negatives.

. Keah fnstituted several measures to isolate Sie pre-positive samples, facilitate their
“ro-count” and consequent conversion o pre-negatives, and minimize the chances
of detection. These included destroying test resuits, substituting original countiog
shests with “clean” sheets, and entering and changing test resulls directly onte
glectronic (excel} spreadsheats that left o papey trail, .

. Merok cancelled » planned cnatsource of the efficacy testing to 4 lab in Olio
beemse the outside Isb was unable to replivate the serocanvorsion results Kruh
wag obtaining in bis lab, Krah and his staff conducted all the tosting instear,

43, Unsurprisingly, none of the “recounting” and “refesting” that Merck petrformed 25
puict of its “enhanced” FRN festing was performed on any post-vaceination samgples or on any
pre-vaccination samples thut were pre-negative. This additional “rigor”™ wae only spplied to the
pro-positive sarples, the very samples that were keeping Merck from achioving the requisite 85
porcent seroconversion thraghold.

44, InJuly 2001, Relators Krahling and Wiochowski conducted their own test to

. confirm siatistically what they alveady knew (o be true. They reviewed approximately 20 parcent

of the data that Merck had coliected as part of the “enhanced” PRN fest, In thiz sampling, they

© . founsd that 45 percent of the pre-positive data had been sltered & make it pre-negative. No pre-

rogatives were chenged to pre-pogitives. Na post-positives were changed {0 posi-gegatives. Mo

post-negatives were changed to post-positives, All changes were in one dirsetion - reducing the

- ingcidence of pre-positives. The statistical probability of so many innocent dm.n@as cocurring in

Jjust the pre-positive data and in no other duts was more than a triflion to one. And thatis 8

congservative measure given the Hkelihood that an even greater sumber of pre-positives were

, changed but remained undetected because the changes were not recorded jn Merck's fifes,

14
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0. The Complicity of Mercl's Senior Managenent
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45.  Krah did not act atons in orchestrating the falsificstion of Merok's mumps vaccing
test reaults, He acted with the suthonity and approval of Mescks senjor mamagement,

46, In April 2001, for example, Emilio Bmini, the Vice President of Merck's Vaceine
Regoarch Divigion, held o meetinig with Kr&h and hiz staff where he dirested them to Sllow
Krah's orders to ensure the “enhanced” PRI testing would be sucoessfl. He slso fold the staff

that they had sarnd very large bonuses for their work so far on the praject sad ihat he wes going
to double the bonuses at‘i:ii pay them once the testing was complote,

47, In July 2001, Relator Krahling met with Alan Shaw, Merck’s Rxoecutive Divector
of Vaccine Rosearch, and complsined to him about the frandulent vaccine tosting. Frahling
presumed that Shaw alraady knew about the Frand since he visited Krah's lab frequently and
abmost cerfainly would have witnessed the chaoging of pre-positive dats that Krah was épmly
directing, Nevertholess, Krahling wanted to put Shaw on formal notioe of the faud and told him
of t;xe falsification of the pre-positive data. He also complained about the improper use of the

rabbit antibodies t inflate the post-vaccine neutralization counts, Shaw responded that the FIDA

penitied the use of rabbit antibodies and that that should be good enough for Krabling, Shaw

refused to discoss anything further about the matter. Instead, Shaw talked about the sigrificant
bonases that Emini had promised to pay once the tastmg was complete,

4. Relator Krahling then met with Bob Suter, Krabling's tumin resourees
reprasentative af Merck. Kruhling told Suter about the falsification of festing dats and Shaw's

refusul to get izwcfve&‘ Krahling to1d Suter that s was going to report the activity to the FDA.
- Suter told him he would go t::;jaii if he contacted the FIDA and offered (o sot up 1 privete meeting

“writh Emvini where Krahling could discuss his concerns,

15
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49,  Shortly thersafler, Ernini agrood to meet with Kraliling, Krahling broughi to the
raveting sobasl teating sampies and plague counting sheets to demonstrats to Emini the
frandulent testing that Kish was dirscting. Emini agreed that Krah had misrepresented the data.
Kr;hiiag aise complained about the gse of rabbit antibodies o infiste the saroconversion rote.
Emini sespondad that the rabbit antibodies were ne@éss;ary for Merk to achieve the project’s
eﬂjb&ivn. Erahiling proposed a seieatific solution to lower the gre-positive rate and end ths peed
to falsify data - stop nsing rabbit antibodies. When Brmini declined, Kxabling asked him what

seientific rationale justified using the rabhit antibodies. Bmini explainad that Merck's choice to-
use these mbe&tes wad 8 “business decision.”

5Q.  To assuage Keabling’s concerns, Bmini promised 1o conduct an “intormal andit” of
the Protooat 007 testing.  Krahling countered that the FDA should be contacted since only the
FDA could parfonm an audit that was tuly independent. Emind ordsred Krahling niot to call the
FDA, Immediately after the mesting, Suter approsched Krahling and threatened that he would
be put i jail if he contacted the KDA.

§i. The next momiog, Krah atrived carly to the tab and packed up and destroyed
evidenve of the ongoing Protecol 007 efficacy toating, This inchuded garbage bags full of the
expetimental plates that would have (and should bave) been maintained for review until the
sesting was complete and final. Despite tho Hiceats e recsived from Suter 3ud Exuins, Krahling
called the FIDA to report this activity and Merck’s ongoing fraud.

REDACTED
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E.  TheFDA Intervisw of Krah and Shaw

54, On August 6, 2001, in responss to Krahling's call, an FDA sgent ;::a::zze 16 Merck
to quesiion Krab and Shaw. Krahling was able to sifuate himself near the mw and figen o
the agent*s guestions and what Krah and Sﬁaw said in response. The FDA agent’s questions
were largely centered around Mexck's process for connting plaques in the “enhanced” PRN test.
Krah and Shaw misrepresented the process that Merck was actually conducting and the fact that
Merck was falzifving the pro-pasitive test data,

S5, Infact, the PIYA agent asked Keah if it was typical haboratery provedure to Te-
check the eriginal plaque counts. Krah replied that plague counts were being rechecked only in
the sontrol plates, and only in ordor to veni{y the resulis, Krah also told the FDA agent ﬁzaz data

- i3 not changed once it is entered Into the exce! spresdshest. When the FDA agent pressed Kish
-on what criteria ke used fo alter data on the counting sheets, Krah ieft the room withont glving

her an answer, ‘Shew steppad in and told the FDA agent that 2 mmﬁo would be added to the

V7
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experimental procedurs 10 explain the data alterations. When the FDA agent asked Shaw why
this had 1ot been done before thoe project started, Shaw replied that Krah had identified problems
and trends with the ovigionl counts that only became noticssble after the resalts wers analyzed.
Krah re-entered the room sud told the FDA sgent that no rcirisionaﬁ&d been made (o the-
experimental plates. These responses wete patently false and kept the FUA agent from finding
out what Was really going ou with Merck's manipuiation of the testing procadare 1o reach its
targeted soraconversion sate,

S6.  The entire interview with Krah and Shaw was short, probably less than half an
howr. She did not question Krshling, Wiocchowski or other members of Krah's staﬁ in onder to
corroborate what Krah and Shaw told her. Ag far as Relators wimessed, she did not atiempt to
substantiate Krah's or Shaw's responses by reviewing any of the testing samples or backup data
that kad escaped destruction. And ghe did not address the actual destruction of cvidéme that
Erah had slready facilitated.

57. The FDA issued a one page deficiency report identifving a few relatively minor
shortoomings i Merclk's tusting process. These p;-incipaltj;’ relgted to flaws in Merek's recond-
keeping and in its validstion/explanation of changes to the test data.

5B The report &id not address not censure Merck for any issuss relating (o Merck’s
improper wse of mbbit autibedies or Merck’s wide-scale falsifieation of pro-positive fest data.
The FDA did not discover this fraudulent activity In the course of their perfunciory visit beosuse
of Krah's and Shaw’s ﬁﬁwmm to the FDA. ' -

59, In order to comply with the deficiency report, Merck iade minor adjustments to

- its testing procedurs relating to its beretofore ad hoe procedure for sounting plagues. The new,

smore formn_ﬁm& proceduse explicitly provided for supervisory oversight and review of plaquo

18
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counis in pre-vaceinated blood samples and where plagues were difficult-to read because of the
gondition of the sample. In other words, under the “new" procedure, Merck continted to falsify
the test data to minimize the level of pre-positives and inflate the seroconversion rate, Metok
simply used the deticiency report ag a vehivle to “fegitimize” the scheme.

80,  After the FDA visit, Krahling was barved from any futher participation in the
Protoopl 007 pmject, He was alge prohibitsd from accessing any dafa related fo the project,
Shértiy thereafter,she wae given a poor performance review and barred from continning 0 work
in Krah's lab on any matier. He was offored o position in a different lab within Merck’s vaocine
division, but it Involved work for which Krahling had no prior experience or interest. At this
point, Krahling felt that his only option was 1o resign from the company, which he did ia
December 2001, |

61,  Wiochowski continued to work in Krah’e fab until she too was fransferred out of

' Krab's lab at the end of Septonber, 2001. She spent an additional year wodking af Merck in a

fub overseen by Dr. Palker befire she (oo Joft Morck.

62, Merck completed its Froject 007 testing in late summer or carly fall 2001
Unsurprisingly, the regults Marck reported 81l within the 9% peroent semconversion targst
Merck had from the outset. Thix is the r.‘gszzit Merck p!%‘&*ldbd the FDA and the public at lasge.
What no one knew outside of Merck - not the FDA, the CDC or any ofher goveramental
agency - was that this result was the product of Merck’s improper use of rabbit antibodics and
the wide-soule filsification of test data to conceal the fnflated seroconversion nsumbery these

antibodies gencrated,

18
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MERCK’S ON-GOING MISREPRESENTATION
OF A 95 PERCENT EFFICACY RATE

83, Since the conclusion of the Protocol 007 testing and continuing through the
preseni, Merck has represented that its mumps vacoins has st least & 95 pervent efficacy rats. Tt
has dons 50 even though Merck is well sware that the efficacy rate is far Tower and even though
it recognizes that the FI3A would rescing Merck's exclusive iicense if it were aware of the trup
sfficacy rate of the vaccine,

A M‘s Misrepresentations Through Packags Inserts

64,  Merck principally has made these falso ropresentations in the package insert that
sccampanies each dose of Merck's vaccine. This is the product material that the FDA. requirss
which, ameong other things, informs the governmendt, health vare providers and the pubiic of the
composition of the vaccine and its overndl efficacy at immunizing the recipient from contrscting

MUNS,

5. Merck’s mumps vacoine insert has changed over the yesms, but at feast one thing
bus remmained constant - Merck's reporting of at lesst 5 95 percent efficacy rate. The current
inzert provides that “s single injection of the vaceine induced 1numps heutralizing antibodics in
96% of meepﬁizi& porsons.” As support for tlns representation, Merck cites the studies it
conducted sbout forty vears ago to obtain is original Hoense and vavcine appmva}; Merck’s

- ingext has contained this exact language and backap support since at least 1999,

66,  The current insert alse provides that “following vaceination, antibodies associated
with protection can be msasured by nevtralization asways.” The citation for this statement is

- “onpublished data fom the files of Merek Research Laboratories,” While tho source for this

unpublished dats is ot specified, it would appear to be fromn the falsified results of the Protucol

- (07 efficacy testing.
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&7, - Merck's product insert is a clesr misrepresentation of the efficacy rate of ite

mnps vaceine, I relies on outdated studies that are nod reflestive of the vacting’s current

offectivensss. It ignores the unfbvorable seroconversion results from Merok’s 1999 PRI fest

© which Merck ultimataly shundoned. Aud it ignores the fraud and manipulation that was batvinsic

to the “enhanced” PRN test. In short, ax Merck well hwws, the efficacy rute of its murps

vamine 15 no where near 95 parcent, and has not been for a very Jong tine. Yet, Merck
continues to miscopresent 4 §5 pereent efficacy rate to eusure its continued sale of the vaccine in
the U.8. and Furope.
B, Morck's Misyepresentations Through Expanded Distribution of the Vacelae

88.  Merck's misrepressntations rélaﬁa,g to it mummps vaccine have not been fimited

10 its sales of MMRIT in the U.B. Morck has also obtained approval to sell the vaceine in Burope

. and to sell the MMRI Vaticella combination vaceing, referred (0 28 ProQuad, in both the 128

and Bwrope. Merck obfained these approvals by agsin tuisrepresenting to the FDA (in the U.3.)
and the EMA (in Burope) the efficacy rate of ifs mumps vaccing,
69.  In2005, the FDA granted Merek approval end an exclusive U.S. license for its

" ProQuad vaccine. Merck obéained the lioonse continuing to misrepresant the efficacy of its

smps vaccine. Merck sold ProQuad in the U.S. until the vaccine became unavailsble in June
2007 beuause of certain mmng-omwﬁaim. Merok is mux:ning sale of the vaecme inthe
V.S, after obtaining the necessary approvals in an vngoing mjsmptmmtiau of the efficecy of
s momps vecsine,

70, |m2006, the EMA approved Merck’s sale of an MMRIf analogue {valled
MMBR Vixpro) through the joint venturo Sanofi Pasteur MBED. Morck used the falsified results of

the “ennanced” PRN tost tn obtain this approval. The EMA actually cited Frotooo! 007 wal

21
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r;szzits in support of its decision to grant the approval. Since then, Merck has been
mamfacturing MMR Vaxpro at its West Point facility for Sanofi Pesteur MSD to s¢li in Burope.
7L Avound the sare time, the EMA slso approved Sanofi Pastetr MSD’s application

fof saly of Merck’s ProQusd in Burope.  As with MIMR Vaxpro, Merck's joint venture submitfed
the falsified resuits of Protocol 007 to the EMA, 2 supportive clizdos! information i its vaccine
ap;;!icazion‘ Retying on this information, the EMA found “no mejor concem” about the efficacy
of"ﬂae umps componest of the vaccine,

72, Thus, by 2006, Merok had sxelusive fiosnss to sell MMRIT and ProCuad in the
U.S., 18 well s licansss to sell MMRIE agd ProQuad in Burope, Throughiout this time, Merck
misrepresented an efficacy rate of 95 percent or higher and backed it up with scicotifically
deficient testing and outvight fraud,
. Merck’s Misrepresentations Through Recent Mumps Ontbreaks

73, Without the requisite 95 percent officacy for Merck's vacrcine and the herd

ineounity that it would bring about, there runsined & significant risk of a resurgence of muunps

" outhreaks, That is exactly what Krak - who was woll awars of the vaccine's failiogs - prodicted

wonld ocour. Io 8 conversation he had with Relator Krabling in tise midst of the "enhanced”
PRN tosting, Krah acknowledged that the efficacy of Merck's, vaccine had dectined over time,

- expleining that the constant passaging of vires %o make more vaceine for distribuiion had

degmd@d the produot.  Krah predicted that because of this, mumps outbreaks would continue

. Krah said all of this in an effort to justify Merck’s fulsification of the test data because, scvordihg

to Kral, the Merck vaccine was stll the safest one available. Krah was oprreot in his prediction

" ot renewed mumps outbresks,
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i The 2006 Mumps Quibreck
4. I 2006, more than 6,500 cases of mumps were reporied in the Mid-West, This

was the Iazgest mumps cutbreak in almost twenty years (sincs the two-dose MMRIL requirement
was hlipi_cmenmé} and « significant spike from the snpual average of 265 casss that had been
reporied for the years loading up to the 2006 outbresk. The outbreak bsgan in Towa with a group
of eollege students and ultimately spread to the states of Kanses, inols, Nebraska, Missouri,
South Dakots, Pennsylvania and Wisconsin, ,

73, The TBC, FDA and Merck publicly worked togsther to determins the vauss of

fhis 2006 outbreak, Of cousse, only Merck know that the primary cause was fire insufficlent

officacy of ite vaccine. But Merck confinued to maintain ity inflated efficacy rate and the
govezﬁman_t oontinued 1o beliove that there was no problem with the vaccine, Dusing the
investigation of the 2006 sutbresk, the CDLs Director, Fulis CGerberding, reaffiomed the CDC

position -- no doubt fed by Merck's fabricated scientific studies and continued
sispepresentations — that thero was no problem with the vacoine:

We have absolutely no information to suggest that there ks any problem with
the vaceine. .,, What is going on here in the context of the outbreaks is a
number of people who have ot received both doses, conpled fogether with
treople who have received the vaccing but are susceptible anyway because it is
a0t perfoct, living in crowded conditions tike collage dormiloties or mixing up
with ether students at spring break or during holidays, and seiting off 2
cascade of iransmission that is going to take a while to curtail.

‘Ma, Gerberding and the CDC emphasized that *[t]he bost protection against the nvmps is the

varcine.”’

76, The sclentiffc community has not been 50 accepting of Merdc's yaccine or the

 perosption Merck hos faisely propegsted that the sfficacy of Its vaccing had nothing o do tith
 the 2006 outbresk, Soientists snd public health oficials world-wide have continued researching
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'tbuj 2006 owbireak ) understand the origing ofeuch a large epidemic among 4 highly vaceinated
po;mlatiaa. Cite of the leading studics led by Dr. Gustavo Dayan, then a dockor at the CDC, and
published in 2008 in the New England Journal of Medicine, soncinded that “[a] more offective
miiélps ncoing or changes in vaccine policy may be needed to avert outbreaky and achieve
glimination of mumps,” Dayan, “Recent Resarém of the Mwups,” New England Journal of
Medicine, 358:15 (Apr. 10, 2008) 1580,

77, luwsnother study, soveral scimﬁsts questioned Merck's use of the Jeryl Lyan
strait, ingload of the wild-type vires, in Merclc's efficacy testing. They noted that with this kind
of tesking, vaccine efficavy can be significantly cverstated because “good results can be obtained

that do pot refloct the actual ability of the vaoccine to provide proteciion fom dissase, A vaocine

faifure is investigated properly only if, in ddition to avidity testing, the sbility of antibodies

neutratize wild mumps virus hay been checked,” Heikkdi Peliols, ¢f o, “Mumps Qutbeeaks in
Canada and the United States: Time for New Thinking on Mumpy Vaceine,” Clinical fnfectious
Diseaves, 2007:45 (15 Aug, 2007) 459, 463.

75.  What is perhaps most notabis shout this study is that it sclentifically questioned
Murck’s stated officacy baszed solely on Merck’s use of the vaccine strain instead of the wild type

- vius to test efficacy. The oritique did ok {and eould not) even acoount for Marck's concealed

efforts fo finther mflate. ity efficacy results with the improper use of rabbit antibodies and the

falgification of test data.

79, Cumrently, Bmory Univessity is conducting a clinical trial of its university stodeats

in yet another atterapt to explain the cause for the 2006 mumps pothresk amwong college-uge
. studestts who hiad received both doses of the vacoine. However, Merok is Tisted a5 a coftaborator
-on that study, thus continning to position itself o perpetunts ity frawiulent efficacy findings.

L L P P SO VP



Hilary Butler
Highlight

Hilary Butler
Highlight


B KA N

Case 2:10-cv-04374-CDJ Document 20 Filed 04/27/10 Page 23 of 30

&0.  Merek’s continving misrepresentations with respect (o its efficacy iesting has
prevented & true undecstanding of whut was actually behind the 2006 outbreak « Merck’s vacoine

failure and an efficacy rate well below ¥5 parcent.

81.  Dr. Dayan & uniikely to pursue his conclusion fhat i may be tine for 4 new
vaceine, oréo c&zéuct future siudiey {¢ help cvaluate natiopal vacaino policy. D, Deyan hus
sinoe iaﬁ the CDC to work in the Chinical Department of Sancfi Pasteur. This is the vaccine
diviston of the Sariofi Aventis Group, Merck's pariner io masufacturing and sclling the mumps

vaccing i Burope, To date the CDC has not acted on Dr. Dayan's conclosions either,

§2.  Dr, Getberding, the head of the CDC during the 2006 outbresk, has alwo Lot the

CDC, I January 2010, she booams the president of Merek's Vacdine Division
3. The Currers Mumps Qutbreak

83.  In hix 2008 study, Dr. Dayan also predicted another mumps outhreak would
follow three years after the 2006 cutbreak. This followed from the three-year eycles in which®
outbreaks geoarred i the pre-vasccine ars: “In the pre-vaceing ere, mumps sohivity f;ﬂiloweﬁ 3
year cycles, so the current low activity rate {at the time of his 2008 study] may be trensient while
another critical mass of susceptible persons avorues.”” Dayen, “Racent Resurgence of the

. Mumps,” New England Jowrnal of Medicing, 358;15 (Apr. 10, 2008) 1580, 1587-88.

84, T Augwst 2009, ronghly three years after ths 2006 putbreak amijimtas‘ Dr. Daysn -
predicted, anothor mummps outbreak began, As with the 2006 outbreak, the ongoing 2009
outbreak voctured despite high vaccination coverage amoog the U8, children's population, As

of August 2010, more than 3,700 cases hed heen raported to the CDC.
. B35, - Beoause of the 2008 aud 2009 outbreaks, the CDC has pushed back i1s target dafe

-for eradicating mumpy from g original 2010 goal to no sarlisr than 20620, Butno amount of

25
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exira time will be enough to ehliminate the dissase if Merck continues 1o migrepresent the efficacy
of Hx vaccine snd is thereby able o maintgin an exchugive license for a vaceine that does 1ot
pzox;fxie adequate immunization.
TRE UNITED STATES' PAYMENT OF
HUNDREDS OF MILLIONS OF DOLLARS FOR A VACCINE
THAT DOES NOT PROVIDE ADEQUATE IMMUNIZATION
86, Over the past docade, Merck's fraudulent scheme to misrepresent the efficacy of
fte mumps vaceine haw cost the U8, hundreds of millions of dollars theough the government’s
aanual purchases of the vaccioe under the National Vaccine Progeam {NV#"). The NVP was
created by the MNational Childhood Vacoine Injury Act in 1986 to coordimate afl foderal activities
related to vaceines and immunizstion programs and is operated by the U.B. Department of Hegith
#nd Huruan Services, The CIC plays the critical rote of ientifying and recommending which
vaccines should be administered as patt of the NVP, The CDC has moommended Merck’s
ups vaceine for more than thirty years, a recommendgtion premised on the CDC belief that
the vaccine had an efficacy rate of 95 percent or higher,
87,  The CDC also negotiates and contracts for the government's purchase of vaceines,
Fedaral fonding for the NVP traces back to the 1962 Vaccination Assistance Aqt which

esishlished the Section 317 Program o suppost immunization programs. Currently, the CDC

spendds approxinmtely $3.4 billion sach year on federal and state programs to provide vaccines

for free. This amount represents gpproximately 52 percent of all spending for childhood
vacoines in the U1.S. The two government programs for which the CDC principally purchases "
vaccines are the 317 Progeam and the Vaccines for Children Program.

‘ 88, 'The 317 Progmn: provides federal grants to state and locs! health departments to

gay for vaceines fn support of ruaks Immunization campaigng. The Vaceines for Children
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. Program provides vaceines o children who are uginsured, are on Medicaid, are Native
Americans, or who muy heve ingursnce but which does not cover the cost of vacdines. In
addition, cortain states partisipate in Universal Purchaser Progrmns which provids free vaccines
to all children who do not otherwise qualify for the two federal programs. The CDC coordinates
MMW progrars but they are fundsed by the participating states,

B%.  The CDC contracts for the purchase of vaccines directly from the Hoense holder.

In the cane of MMRII and Pro(Jead, the CDC directly contracts with and purohases from Metck.

The COC purehages vacelnes in batohes of varying size throughowt the year for administration (o

the public. As negotinied, Merck ships it vaccings to the CIDC's designated repusitories

tngm with the relevant product information 1o be disserginated to the doctars and health

slinics responsibie for sdministeding the vaccine, Marck thereafter submits a claim for payment

- which the CDC subsequentdy pays.

9% The CDC anoually purchases fom Merck anywhere from $60 t:ziilion ta §75
milfion for its MMRH vaccine, This comes from the following approximate caleulation:
4 million {annual number of Us births)
33 (childhood ziochmion e}
2 (oumber of éoseag& vagcinated child)
52 (rate of vaccine spci{dizxg sttributed to CDC)
15 to 18.6 (dollar prics range efﬁ}v{&ﬂ doae from. 2000 to present)
The mumps component of the vaccine represents sbout 40 percent of the vaccine's tolal cost.
91, Since 2000, the CDC has thus paid Merck more than $600 miltion for its MMRI

vaccine. These amounts are likely consarvative becawse they do not account for the CDC's

27
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purchsses of ProQuad, which is significantly more exponsive thag MWIRH, and purchasss of
adult dosey of MWRI and ProQusad, which Merck alse sells 1o the CDC,

92.  Ower this period, the U8, bas therefore paid between a half and three-quurters of
a billion dollars for & vaccine that does not provide adequate immunization, Had the 1.3, been
awzre of the actual effieacy rate of Merck’s mumps vaccine, the govenmest's decision to
purchase the product swely would have been different, either purchasing the vaccine from
stiother gource, requiring that Merck produce s new vaccins with the requisits immunizing
effed, or re»mg@tiaﬁng the contract for the existing product, ‘

CLAIM FOR RELIEY
{Mercl's Violation of the False Claims Acl)

23, Relalors reatlege and incorporate by roference herein the allegations contuined in
patagrephs 1 through 92 of this Consplaint, |

94.  This is s claim for treble damages and penaities under the False Claims Act, 31
U.S.C § 3729, erseq., 28 gmmdeé, '

95, As set forth above, in violation of 31 LLS.C. § 3725(2)(1), since af lesst 1999,
Merck knowmg!y presented, or cansed o be preseatéé, to the United States government, false or
fraudulent claims for payment or approval when i billed the govemment for its puschases of a
mumyps vaccing that Merek knew was significantly loss effootive than Merck represented it tobe
and Qid not provide the minimel leval of immunization the govmt required or understood
the vaccine to hﬁm

96, In addition, at least for ocnduct oconrring on or after May 20, 2009, Merck
violatod 31 US.C. § 3729()(1HA) (formially 31 U.8.C. § 3729()X(1) es amended by the Praud

Enforcement and Recovery Act of 2009) by knowingly presenting or causing to be presented

false or fraudulent claims for payment or approval when Merck bilfod the governuent for its

28
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purchases of & raumps vaceine that Merck knew was s;igrﬁﬁeaatiy less offective than Mewck
reprecented it 8 be and did not provide the minimal fevel of immumnization the government
required or understood the vaccine to have,

: 97, Inviolation of 31 U.8.C. § 372%ai2), Merck also knowingly made, used, or
oam'm ke made or used, fbles records or statements through its use of improper tosting
techniques and falsification of test data 1o attificially derive the government mandated 95 percent
effioacy rate. Merck eangaged in this fraudulent scheme to maintaln its FDA approval and
exclusive license for the mumps vaceine and uitirately, fo g&t the approval and payment by the
government of Merck™s false or fraudulent claims for ity sales of the mumps vaocoing.

98.  Insddition, at least for conduct ocourring on or after June 7, 2008, Merck violated
31 US.C. § 3729} (1 1B} (formally 31 U.8.C, § 3729(a)(2) as smended by the Fraud
Enforcement und Kecavery Act of 2009) by knowingly making, using, or causing to bemade or

. used, falze reconds or staluenents matetial to ifs false or faudulent claims for payment for it

murnps vacsine.

99, Invioletion of 31 U.8.C. § 3729(a)X7), Merck also knowingly made, nsed, or

-caused to be raade or used, these falso records or statements o concsal, avoid, or decreass fis

shiigation to produce & mumps veccine with the minimum 95 porcent efficacy rate the
government required and believed existed when it made its purchases,
100.  Inaddition, at least for conduct occurring on or after May 20, 2009, Merck

. violated 3t U.S.C. § 3729()}{(1X$) (Formally 31 U.8.C. § 3725(a}(7) a» amended by the Fraud
- Enforcement and Recovery Act of 2009) by knowingly making, using, or causing to be made or
: used, thess false records of statements material to ity obligations to provide the mumps viecite

to the goverhment and by knowingly concealing or knowingly and improperfy avoiding or

8
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decreasing i obligation fo produce a murmps vacoine with the sdnimum 95 pesgent efficacy rate
the govemnment required and belicved existed when it made ity purchases.

301, These falee statements, vecords, and data wore maserial to the government’s
prechazes of and payments for Merck’s vaceing, it approval and exclusive Hioensing to Merck of
thes vaccing, and the CDC’s long-teom mn@m&aﬁm to have the public vaccinated with
Merck’s mramps vaccine, This materiality i reflected in: (i) the CDC's setling of @ mumps
eradication duto based on s ability to use Merck's mumps vaoaine, (it) the FB&‘s calt for
efficacy testing of Murek’s noings vaccine pu;sum & it anthority to oversee vaveing safety
and efBicany, (i) Merck‘s devistion from the standard testing proceduze with ity 1992 FRN
study i faoilitate higher ¢fcacy resulis, Gv) Merck’s abandonment of that test and its results in
favor of a difforent test that would yield better results, (v} Merck's Improper use of rabbit
antibodies in its “enhanced™ PRN test to mﬁm& boost its serooonversion reulia, {vi} Morck’s
falsification of pre-positive test data to report the results it wanted using the rabbit antibodies in
its testing, (vii) the CDC’s continued beliefin the face of the 2006 outbreak that there was

nothing wrong with Merck's vaccine and that it should continue to be used, (viii) the call by &t
-least ope CDC: docter for & new vacoine i the Merck vaeocios was not effective in preventing
outbreaks, and ultimately (ix) Merck’s own recoguition that if it did not obiain the requisite
eificacy fhrashold for its vaccins, it would lose its exclusive Heenss and the right o supply the

government with its supply of the vaccine

102, Bach represeatation Mmmadc to ths government of a 95 percent smcgcymhw
through ite product packege inserds, the reporting ofits fabritated tost results, and otherwise
constituted a false statement or record. Likewise, each invoice Merck subsmitted to the
goveenment for paﬁm:m for the parchase of the vaccines, mtitute;d a false o fraudulent clatm

|
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for payment, Relators carmot identify at thiy time all of the false claime for payment caused by
Merck's untawlul conduct because they were submitted af numercus times under various
requests between 2000 and the present.

103, Tothe extent that the ficls alleged in this Camgiaint have baen previcusly
diseégseé ta the public or the government in any fashion, Relators are the “otiginal sowree™ of the
information as defiped in 31 U.S.C § 3730(eX4).

10;& The Ukited States govermunent, the public, and the public treasury have been
demaged by and continue to be damnged by Merck's faudulent conduct.

195, In addition, Morck's fraudulent consduct raay be in violation.of 2 2008 Corporate
Infeguity Agreemont Mt Merck entoredd into with the Office of Tnspestor General of the
Department of Health and Human vazm dMerck entered into fhis agreement as part of dts
seitlement with the United States 16 rasolve prior unrslated Palse Claima At litigation. As part
of this agreement, Merck is obligated (o promote its “products (including vaccines) that sre |
reimbursed by Pederal healih care programs® in complisnce with the fderal progrem

requiindments,
PRAYER FOR RELIEF
~ Whersfore Relators requests the following relief:
A That Merck ceaso aad desist from viotating 31 U.5.C. § 3729, ef sog

B, That the Court enter judgment againgt Morek in an smount squal to fhree times the
. darages suffered by the United States due to Merck™s unfswiil conduct;

C. That the Court enter judgrment against Merck assessing & civil penalty of 0o loss than
$5,500 and no moro than $1 1,000 for each vislation of 31 U.8.C. § 3729;

D. That Relators receive the mximun eount of sward allowed by 31 US.C.
§3730y; :

%3\
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E. That Relators be awarded all costs of this action, includiag altorneys” fees, costs, and
expenses pursuant to 31 U.S.C. § 37304}

F. That e Court award pro and post-judgment interest on any émages awarded to the
United States or Relators; and

. That the United Staten and Relators be awardsd all such other relief that the Court

deemy just and proper.

JURY DEMAND

Rulators hesehy damand  triaf by jury.

Datad: August 27, 2010
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