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l:NITED STATES DISTRICT CO[JRT 


rOR THE EASTER]>; DISTRICT OF PENNSYLVANIA 


United States of America ex rei., 


Stephen A Krahling and JOlln A 

Wlochowski, 

AMENDED COMPLAINT FOR 
Plaintiffs, VIOLATIONS OF THE t'EDER4L FALSE 

v, 
CLAIMS ACT FILED 

Merck & Co., ltlC. 

Defendant 

Stephen Krahling and Joan Wlochowski bring this qll1 tam action as Relators ou hehalfof 

the United States against their fonner crnployer, Merck & Co., Inc. ("Merck"), under the False 

Claims AC1, 31 USC. §§ 3729 3733, ami allege -- upon knowledge with respect to their ownw 

acts and those they 1,ersonally witnessed. and upon jnfonnatiol1 and belief with respect to all 

other mattcn\ ~~ as follow,>; 

INl'RODUC'I'ION 

1. This case is about Merck's dTorts f(jf more than a decade tu defraud the United 

States through Merck's ongoing scheme to sell the government it mumps vaccine tllat IS 

mislabeled, misbranded. adulterated and falsely certified as having an efficacy ralc that is 

significantly higher than it actu(lUy is. 

2. Spc\;lfically, in an ctlort to mainwin it" e)(clusive license to selllhc Vllccme and 

its monopoly of the U.S. market for mumps vaccine, Merck has fraudulently represented and 

cont.inues to falsely represent in its labeling and el~where that its mumps vaccine has nn 
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efficacy rate of95 percent or higher. nus is the efficacy rate on whieh Merck's original 

govemmi;'.nt approval for rhe vacdne was based mure than forty yt·.ars ago, In trutb. \1erck 

knows and has taken affirmative ste-p~ to conceal - such as by llsing improper testing tochniqucs, 

falsifying test data in a clinical trial, and Violating multiple duties of government disclosure ~

that the efficacy rate of Merck's mumps vaccine is, and has been since at least 1999. significantly 

lower than thls 95 pt..'TCCtit rate. 

3_ Relators Krahiing and Wlochowski were empJoyed a" vlfologists in the Merck lab 

that perfonncd this fraudulent efficacy testing. They witnessed fIrsthand the improper testing 

and data (J;I>'!ificatiQll in which Merck c:ngnged 10 cunceal \Vhai Merck knew about the vaccine's 

diminished efficacy In fact, their Merck superiors and senior M~"fck ffianagenwnt pressured 

them to parricipate in the traud and subsequent cover~up when Relators objected to and tried to 

stop it. 

4. As, a result of Merdc's frnudulcnt schemtl, the United States has over Ihe last 

decade paid Merck hundred::> of miIJions of dullars for It vaccine that does not provide the 

efficacy Merck claims it provides and does nol pmvide the public \vith adequafe immunization. 

Had Merck complied with its multiple duties of disclosure and reported what it knew of the 

vaccine's dimini~hcd efficacy ~~ rather than engage in fraud l'Ind concealment -- that information 

w{}uld have affex:tcd (or surely had the potential to affect, which t5 all the law requires) the 

government'" decision 10 purchase the vaccine. However, since the governmtmt was not fully 

informed, it did not have the 0PPoI1unity to con::>ider irs option);>, including nol purchasing the 

vaccine frolll MelX'k, paying less, H;!lluiring a labeling change, reqUiring additional testmg, Of 

prioritizing development and approval ofa new v.!lc-cine from Merck or another manufacturer. 
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5, Merck's failure to disclose what it knC\v <lbout the diminished efficacy of its 

mumps vaccine has .;aused the government to purcha'ie mislabeled, misbmnded, adulterated and 

falsely eCltlfied vaceines in violation of Merck's conlHlct with the Centers for Disease Control 

("cnC'") and 111 vtolation of the law. 

6. As the single largest purchaser or childhood vaccines {accounting for mQfc lhan 

5n percent of ali vacdne purchases}, the United States is hy far the largest financial victim or 

Merck's fraud. But the uJttmate victims here are the millions of children who every year are 

being injected with a mumps vaccine that is not providing them with an adequate level of 

proccction agamst mumps. And while this IS a disease Ihe CDC targeted to eradicate by now, toe 

f~illlrc in Merck's vaccine has allowed this disease to linger with liignificant outbreaks continuing 

to occur. 

7. Relators hung this case on behalf of the United Slates to recover the funds that the 

government .:>pml tbr this fraudulently mislabeled, misbranded, adulterated nnd falsely certified 

vaccine, and lor all associated penalties. They also bring thi$ case to stop \1erck from 

continuing with its scheme to misrepresent the true efficacy of its mumps vac¢ine and require 

Merck to comply with its repQriing, labeling and testing obhgations under its wnlract widl the 

CDC and under this country's VaCCl!lC regulatory regime. 

PARTIES 

8. Relutor Stephen A. Krahling is a CItizen of the Lnited States and a resident of 

PCH1l3ylvanifl. He was employed by Merck from 1999 to 2001 as a virologist in Merck's va(.x:inc 

division located in West Point, Pennsylvania, During his employment at Merck, KraMing 

witnessed rrrstband, and was asked to directly participate in., fraud in a dinical trial relating to 
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!he cHlcftcy of Merck':; mumps v·uccine. 

9, Relator Jo<m Wlochowski is a citizen oftne United Slates and a resident of 

Connccti(:ut. She was employed hy Merck from January 2001 to August 2002 as a virologist in 

\.1crck's vaccine divi;,ion in West Point, Pennsylvania. During hcremployment th.ere, 

Wloe!imvski also witnessed fir;;;tnand, and was asked to directly participate in, fraud in a clinical 

trial relating to the efficacy of Merck's mumps vaccine. 

10, Defen(hmt Merck is headquartered in New Jersey with its vaccine division based 

in West Point, Pennsylvania. Merck is one {If lhe largest pharmaceutical. companies in the world 

with annual revenues exceeding :)20 billion. Merck is also a leading seller of childhood vaccines 

and currently markets in the U.S. vaccine::; [or 12 of the 17 diseases fnrwhich the CDC currently 

reconuncnds vaccination. 

11. Merck is the sole: manufacturer licensed by the Food and Drug Administration 

("FDA") to scJlITnlmpS vaccine in the lJnlted State:>, Merck's mumps vl:lccine, together with 

Merck's vaccines agaInst measles and rubeUa are suld Il:<i M.MRlL Merck ~nnuaHy sells more 

than 7.6 million doses of the vaccine in the U.S, for which it derives hundreds of mmions of 

dollars ofrl,;vcrrue. 1'he t;.S. purchases appwximatel'j 4 million of these doses annually, Men:k 

also has a license in the U.S. to sell ProQuad, a quatlravalcnt vaccine containing MMRII vaccine 

and chickenpox vacdne. Under a license from the European Medicines Agency ("EMA U), 

Merck al&n sells mumps vaccine in Europe a!> a part of the trivalenl MMRVaxpro and tht' 

quadmvelent ProQuad through Sunofi Pasteur tvlSD, a joint ven{lm; with tlte vaccine division of 

the Sauofi Aventig Group. ProQuad has been sold intermittently in the U.S. and Europe from its 

approval in 2005 until 201 0. 
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JURISDICTION AND VENUE 


12. This Court has jurisdiction over the subject matter ofthi5 action under 28 U,$,C 

§ Illland31 U.s.C§3732(.). 

'3. This Cuurt has personal jurisdiction over Merck under 28 lJ.S.c' § 1391(b} and 

31 USC § 3732(a) because a substantial part of the events giving rise to this Cumplamt 

occurred in this District. lndeed. Merck's fr.mduh.mt scheme with respect to its mumps vaccine 

was uriginated and !;ontiuues to be carried out in this Distnct at Merck's vaccine division facility 

in West Point., Penntiylvania. 

i4, Pursw3mt to 31 US,C § 3732(a), wnue IS proper because Merck can be found in 

and transacts business within this DmmeL Throughuut the time period relevant to the allegations 

of this Complaint, Merck engaged in substantial bm.mcss transactions within this District and 

c-ommiU...,--d many of tht~ vioJ8tton& proscrihed by 31 U.S.c, § 3729 in this District. 

BACKGROUND 

15. For more than forty years, .\1erck has had a de-facto exclusive licens.e from the 

federal government to manufacrure and sen a mumps vaccine in tht: U.s 

16. Merck first oblained approval for the vaccine in 1967 from the Department of 

Biologics Standard,> of the :.Jationallnstitutc of Health ("DBS"), the agency at the time 

rt.'Spnnsjble for li';;CI1~jng vaccines. The vaccine was developed by Dr. Maurice Hineman, at 

Merck's West Point rC5earch facjlity, from the mumps- virus that infected his five year~okl 

daughter Jcryl Lyn:l. Merck continues to 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 patient!> jn a single. stand-alone 

injoction called Mumpsvax. In 1971, Merck developed a combination vaccine which dl;'llivcred 

Merck's vaccines for measles, mUlllps and rubt'lla ("'MMR") together in oue injection. The same 

year, Merck obtained DDS approval to manufat.1urc and sell MMR vaCCIOf!. In 1978, !vlerck 

obtained approval from fue FDA (winch succeeded thc DBS as the agem:y responsible for 

licensing vaccines) fj)r the manutacture and sale of M:\4RII, a replacemcnt for MMR containing 

a different strain of the rubella virus. Since that time, Merck has sold more than 450 milli.on 

dose);> of MMRII world-wide, witb approximaJdy lOU million doscs sold in the U.S. 

18. In September 2005, Merck obtained FDA approval for ProQund. f Merck sold 

ProQuad in the U.S, from i1'5 approvaJ to 2005 until June, 2007. ACCQrding to Merck, thc 

vaccine became unavaHal)le bt;\:Huse ofcertain manufacturing constraints. The vaccine was 

briefly available again in 2010 but bas not been available since then. 

19. In order to obtain its original government approval to sell its mumps. vaccJne, 

Merck conducted field studies of vaccinated children and concluded that the V3ccme had an 

efficacy rate of95 pcrcent or higher, This meant that 95 pt~rcC/lt of those given the vaccine were 

cOllsidered immunized against mumps. This 1S unportant becausc wben an adequatC" number of 

people have immunity, the chances of an outbreak are reduced. and -- ultimately ~- eliminated. If 

there is insufficient inununity, » real risk of cuntinued disease ombrcakR exists. When mumps 

outbreaks occur in "accinateu populations, it aillicr" older children who are at greater risk of 

serious complications, 

I !'v1l,1mpo; va..:cine used herein reten to any of Merck" s vaccim.'"S \..untainin,§ l\ mumps component such a."
MMR. MM"Rl! and ProQuac.. 
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20. Before the introduction of the vatdnc, rhere were approxiJrultdy 200,000 Gas~ of 

mumps in the U$ annually, This number dropped off pnx:-ipitousJy after the wide-spre<ld 

administration of Merck's vaccin~ The CDC projected trW!, hy 2010, mumps could be 

completelyeradil':fttcd. Unfortunately, that has not happened. Beginning 1t\ 2006, there has been 

a resurgence in mumps outbreaks, 

21. Merck predicted ihc resurgence or outbreaks given the diminished effectiveness 

oflts mumps vaccine. While Merck ohtamoo ils original license in 1967 Slating that its vaccine 

was at least 95 percent effective, Merck knows that the vacdne's efficacy is significantly less 

than Ihnt now, Mcrek knows that the continued p-assaging uf fhe attenuated virus to- make more 

vaccine fOT distribulion has altered the virus ,:!nO has degraded the efficacy of the product 

22. Rath~r than develup A new mump,. vaccine with greater efficacy, or pennit other 

manufacturers to enter the U.S. market with a competing VaCt"ltle, Merck has II1Stead taken pains 

to preserve itiJ exch.;sive U.S. license by maintaining before the government and the public Ihat 

ifs more than torty-year oM vaccine continues to have an efficacy rate of 95 pereent or higher. 

This was C<lSY to do for a while because Merck was able to refer baek to the efficacy testing it 

conducted in connection with the- goverrunem's original granting of Merck's license to sell the 

mumps vaccine. However, beginning in the late 19905, Merck initiated new efficacy testing of 

its mumps vaccint> This testing eOlllcided with an application to change the MMRlI labeHng in 

the US and an apphcation for (! license to sdl !vtMRU in Eumpe. This testing aloo coincided 

with Merck's development and quest for approval of J'roQuad in both thc U.S, and Europe. 

23. Without demorn;lrating that its mumps vaccine continued to be 95 percent 

effe.ctivc, Merck risked losing the monopoly it had over the sale of mumps vllCcine in the iJ,S. 

7 


Case 2:10-cv-04374-CDJ   Document 12   Filed 04/27/12   Page 7 of 55



With respect lO MMRII Of Mumpsvax, the government might buve negotiated to pay less for the 

vaccine. required a labeling change, or rt:Xluired additional testing. Or, the government migh! 

have stopped purchasing Merck's vaccine altogether as (he dum would be open to new 

manuf8durers to enter the market With rcs.pect to ProQuad, the government might not have 

approved the vacc-ine at alI. Under any of these scenarios:, Merck risked losing hundreds of 

millions of doHars in revenue from this V!..."fY profitable t'llierprise. 

24. So, Merck set out to conduct testing of its- mumps vaccine that would support i1s 

original t!fticacy finding. In performing Ihis testing, Merck's nhjective w~s to report effit:licy of 

95 percent 01 higher reganllei\s of the vaedne's true efficacy. The only way ),tferck could-

accomplish this was through manipulating its testing pruccdures and falsifying the test result~. 

Relators Krahling and Wluchnwski participated on the Merck team that cunducted this testing 

and witncs,<;oo fusthand the fraud in which Merck engaged h. reach its desired results. Merck 

intemally referred to [he testing as Protocol 007. 

MRRCK'S FRAUD IN TESTI;II(; THE EFFICACY 

OF ITS MUMPS VACCINE 


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

25. Th" original methodology Merck employed under Protocol 007 was a Mumps 

Plaque Reduction Neutralization ("PRN") Assay. Preliminary testing commenced in 1999 at 

Merck',. W-est Point fm:iijtyand was led by SeniQr Investigator David Krah and hiB sc.;ood in 

command, Mary Yagodich. Merck's Executive Director of Vaccine Research, Alan Shaw., 

approved the testing methodology Krah and Yagodich employed. Relator Krahling witnessed 

Knill and Yagodich as they conducted the preliminary testing. 
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26. As the name of the test indicates, the Plt.'J test measures the vim$ neutralization 

that occurs after administration of the mumps vaccine, Merck's l~t wa" in some measure 

similar to the tCISling procedure regarded in Ihl; scientific community as the "gold :;;,tandard" for 

testing how wdl a vaccine works. Blood sample!l are taken from children both before they 

receive the vaccine and again after they have heen injected with Inc vaccine (after sufficient 

time has paf>sed for the vaccine to produce an immune response). The paired blood samples are 

then indiVIdually iJ1(:ubuted with the target virus and added to sl1ccts of cells. Where the virus 

replicates in the cell sheet it leaves a plaque. or hole. 

27. The pre-vaccinated child will not typically have immunity to the disease, 

Therefore, the p:rc~vaecinllted blood will oc unable to neutralize the 'llnlS and plaques will fonn 

~l1ere the virus has infected the cells, In con{n'U,l, if the vaccine has stimulated the child's 

immune system to develop antibodies against {he virus, the post-vaccinated blnnd will 

neutralize tbe virus. The pOM-vaccinated blond samj'lle will-conseqmm!ly show i1 smaller 

nllmber of plaque~, Of holes, in the cell :;:h~t compared to the pre~vaccinatcd sample, 

28. A PRN test simply compares virus growth in the presence of the pre- nnd post-

vaccinated hlood samples" The number of plaques (where the virus ha."1 grown) is compared to 

determine jf the vaccine caused the child to develop a sufficient level ofantibodies to neutralize 

the virul'L Results are reported in terms of seroconversioll. A scroconversion occurs when the 

pre-vaccirultion blood sample is "ncgalive" (menning, insufficient antibodies to neutralize the 

virus) and the post-vllccination sample is "positive" (meaning, sufficjcnt antibodies to neutrali'l£ 

the virus). Scroconversiort occurs, therefore, when a blood sample goes from "pre-ncg'<1tive" 

(insufficient antibodies) to "POst-positive" (sufficient antibodies). Seroconversion In the jab is 
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the best correlate lor efficacy -- how the vaccine works at successfully immunizing children, 

For the purposes of its testmg. Merck was looking for 0 scroconversion nile 01'95 percent or 

bigher to support its original efficacy fimliJlg and the etT.iI.;acy it continued to represent in its 

laheling. 

29. White Merck's PRN le8t was modeled uncr the neutralizing test generally 

accepted in !he industry, it diverged from this "gold standard" test in it significant way. It did 

not test the vaccine for its ability to protect against 8 wild-type mumps virus. A wild-type virus 

is a disease-cl1flsing virus, a strain nfthe virus a::; it eXists in nature and would confront a person 

in the real world. That is the type of real~life virus against which vaccines arc generally tested. 

Instcad, Merck tested the chIldren's blood fOT its capaclty to neutralize the attenuated Jeryl Lynn 

viru:s. This was the S<lmc mumps strnin with which [he ~;hildren were vaccinated. The use-of 

tht: attenuated Jeryl Lynn stram. as opposed to a virulent wild-type strain, subverted the 

fundamental purpose of the PRl''<J' test which was to meaSUTC the vaccine's. ability to provide 

pwtc..;bon against a disl.--ase-causing mumps virus that a child would actually face in r~1 life. 

The end result of this deviillion from the a<:ceptcd PRN gold standard test w<u; that Merck's tcst 

overstated (he vaccme's effectiveness. 

30, Even with a deviation that could only overstate how well the vaccine worked, the 

results from Merck's preliminary lestmg (which involved testing blood samples of approximately 

60~ 100 chi1dren) yn,Jded seroconversion mtes significantly below the desired 95 percent 

lhreshold. Krah adlOinoo as much to Relator Krahling. He also admitted that the effic<1t:y of 

Merek'$ vaccine had declined OV(;:'t time, explaming that tne constant passagmg of virus to make 
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more vaccine for diS1.ribution had degraded the product and that because of this, mumps 

outbreaks would increa::.e over time. 

31. Krah jurther admitted to Krahhng that he and Yagodich tried numerous other. 

otten undocumented, Il:chmques to modify th{,~ PRN test in order to improve the seroconven;ion 

results they could measure, including trying ditlerent virus dilutiuns. different staining 

procedures and even counting plaques more liberally. These other techniques --like using the 

vaccine strain rather than the wild-type stmin of the virus ~~ :mbvel1ed the purpose of the PR!"\ 

test. In the end, however, none of 11 mattered. Merck had to abandon its methodology because 

no matter how Kmh and Yagodich manipulated the procedures, they could nor reach the 95 

percent seroconversion threshold, 

32. So, Merck abandoned the PRl'J mcthodnlogy that yielded unsatisfactory results 

and worked towards developing a new, rigged methodology thol would allow ~erck to rcpot1 

its desired seroconversion tesults. 

B. Merck1s Improper Use of Animal Antibudies In Its 1lEnhanced" PRN Tcst 

33. The new mt:thodology Merck devised and ultimately used to Jlerfonn the mumps 

efficacy testing under Proto~ol 007 was an Enhanced Mumps Plaque Re,duction Neut:raJiz.ation 

Assay, It was agaillied by Kraft and approved by Shaw and commenced in 2000. Relators 

Krahllng and Wlochowski participated on the team that conducted the testing using this 

suppos.edly enhanced methodology, Each of them witnessed firsthand the falsification of the 

test data in which Merck engaged to reacll its 95 percent scrOCQnversion threshold. In fact, each 

was significantly prt'$sured hy Krah and o!hC'f senlor Merck pl:fsonnel to participate in this 

fmud. 
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34. From the outset, Merck's Qbje-cLivc with this "enhanced" procedure was deaL It 

was- not to measure the actual seroci)nvt~rsion mte of Merck's mumps vaccine, It was 10 come 

up with a methodology that would yield a minimum 95 percent seroconverslon mle regardless 

of the vaccine's true efficacy. The very first p<lge of an October 2000 Me.n,::k presentation on the 

'\:~nhanced" methodology stalctljus-t that: 

Obiesti\'e: Identify a mumps neutralization aslXlY [UfD'l1jt ,. that 
penults measurement of a?: 95% 5eroconversion rale in ?v1MR@11 
vaccinecs. 

Notably, nowhere in this presenlalioll did Merck provide any kind ofjustification or explal1atlOn 

for ahandoning its original PIt-'\! methodology and the unsatisfactory seroconverslon results it 

yielded. 

35. To reach the stated objective ior its "enhanced" test and increase the mCa$UR~ 

scroconversion rate to the predetermined 95 percent threshold. Merck continued to usc its 

scientifically flawed PRN methodology·· that tested against the vaccine strain rather than tbe 

Wlld~typc strain -- nat with one additionainuth:ritli change. Merck added animal antibc ..Jies to 

both lh{~ pre and pm,t-vaccinatlon blood samples. The usc of lloimai antibodies tn laboratory 

testing is not uncommon. They can serve as a highlighter of sorts to Identify and count human 

antibodies that otherwise might not be identifiable on their own, When used in that way, animal 

antibodies make it ea,l\lcr to sec the 1ll.1I11an antibodies. They dv nol alter what is being 

mca:mred. However, Merck added animal antibodies for the singular purpose oraltering the 

outcome of the test by boosting {he amount of virus neutralization counted in the lab. 

3(). In a laboratory selling, l1nlnwl antloodies can combine with human antibodies to 

cause virus neutralization that would not otherwise occur from the human antibodies. alone. 
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YIcrd~,,'s "enhaliCed" m.;thodo!')gy permitted various types of human antibodies to be counted as 

mumps neutralizing <:Inl1bodies when it was actually tbe animal antibodies combining With tbvsc 

human antIbodies c1:\u&ing the neutralization. Merck also did not apply a proper "control" to 

lM)lAte whether v.irus ll.;!utroli:t..8.tion was caused by the human antibodies alone or in combination 

with the animal anlibt)(iies.. Rather, M ...TCk included in ils serOCOl1verSlon mca~ufe all vinl::> 

neutrallzations regardless of Wbi:ihcr they resulted from human antibodies or by their 

comhination with the animal antibodies. This Henbaneoo" PH.1'\: methodology thereby allowed 

Merck to increase dmmatically the recordahle instances of mumps vim') neutralization and to 

count those neutRllizalions toward ilcroconverslon and its measure of the vaccine's sucecss. 

37. Merck knew that the neutralizations aUrihutable to the animal antibodies wt)uld 

never exist in tile real world. This is bec;::msc the human immllHe ilystem, even WIth the 

immunity hoost prm:ided by an effoctive vaccine. could never j1roduce animal antibodies. And 

adding this cxtemal factor as a supplement 10 a vaccine was not an option because it could result 

in serious compHcations h) a human, even death. Thus, tbe I'uncontrolled" boost to 

neutralization Merck designed using these animal antibodies in its-laboratory did not in any way 

correspond to, correlate with, Of represent real-life (in vivo) virus neutralization in vaccinated 

people. 

38. But the use of tht' animal antibodies allowed Merck to achieve its high 

scroconversion objectives. In fact, paired blood samples that were found under Merck's 1999 

PR,.t..[ methodology to lack sufficient virus neutralizing antibodies were now considered 

seroconve:rted using the "enhanced" melhodf)logy, lndeed, in one panell,J[ sixty paired blood 

samples, Merck measured a seroc-onvc~ion rate of 100 percent. In oiher words, non-m::utralizjng 
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,;oncenlration'l of antibodies that would never protect a t::hiJd from mumps in the real world were, 

under Merck's llenhan-ced" melhodology, treated as vaccine successful solely because of the 

additional neutrahzation provided by the animal antibotlics. 

39. Krah defended the use of the animalufltibndies in the "enhanced" PRN test by 

pointing to the FDA's purported approval of the process. However, whatever FDA approval 

\1crck may ha've rect'ivcd for thIS testing, the FDA was not fully awan~ of the extent of Merck's 

manipulation (If the t.;sting, including Merck's wholesale fubrication of tesluata to reach its 

preordained 95 percent enicacy threshold. 

C. Merck's Falsification offbe "Enhanced·1 PR."'I Test Results 

40. There was one mgnifkant problem with Mcrck's improper use uf the animal 

antibodies to boost its virus neutrall/.,ation counts which wuuld be evident to any sciClltist 

reviewing Ule test data. The animal antibodies boosted ncutmlization counts not only in the post

vaccination blood samples. They also boosted neutraliz£llion counts in the pre-vaccination 

samples. However, too much virus neutralization in the pre-vaccinated sample (;fcatcd a "pre~ 

po.s,itive." whk\h mentl~ enough virus neutralization to charaelcrize the child as immune without 

the vacc.nc. 

41, Pre-positives ordinarily occur in a srnall percentage of the child population that is 

immune to mumps eVl;'fl without vaccination. This immunity would principally come frOID (j 

previouJ) exposure to the mumps virus, or from immunity tmnsferre.d to a child from the mother 

in IItero. However, the incidence of this immunity is small, generally measured hy the scientific 

community at around 10 percent of the child population. 
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42, The problem for Merck WIlS dun with the addition oflh~ animal antihodies to the 

pre-vaccination blood samples it was sct.-ing a ~lgllificantJy higher percentag~ uf pn::wl){).'{itlves 

than the 10 percent industry recognizl:d occurrence of such immunity, In the result,> ofone test 

that Relators Krahling and Wlochuwski both witnessed in the summer of 2001, the pre-positive 

mte was more than 80 percent. Kmh mstmcted Wlochowski to throw out the results and the 

actual experimental plates ufthat particular test thereby destroying all trace;; of the unwanted 

results. 

43, The ex.istence OfSllCh 11 high percentage ofpre-positives dlJeatened tlte viability 

ofMerck's "enlultlced" methodology. As Ii pmctical matter, with a pre-pmitive. any favorable 

results in the post~vaccinated sample eould not he counted as a vaccine sucecss toward the 95 

percent dlicacy target A sample appearing positive hefore the vaccine, and staying fIDs,itive 

after the vaccine, was not a seroconversion. 

44. JUiit as important, the high pT'e~positive mte would red tlag the melhodology as 

l1awcd. The FDA would question the results ~)f a test that had such a high level of pre-positives, 

Krah stated this {~.'\plkjtly to the members of his lab. including Relators Krabling and 

Wlochowski. (fMerck wanted to keep the artificial boost in Jlost-vacclnation positives. provided 

by the animal antibodies, it would hmo''\'!! to eliminate the a<;sociated boost in pre-vaccination 

positives, 

45, In the October 2000 presentation, Merck acknowledged that its. initial "enhanced" 

PRN testing results yidded a level of pre~positive5 that was too high, Merck also made clear that 

it nct.'(le<l to "optimize!! the amount of animal antibodies used in the process so dmt the testing 

wuuld yield a pre-positive tate .of 10 pt.'TCcnt or less and a seroconverskm nlte of95 percent or 
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more: uPN-positive rate is higher than desirable," and "Continue evaluation ufrl.':suits using 

optimized [animal antibodies Jamount (target < 1O~,,) pre~positive rate and?: qj% 

$croeom.'crsiou.'». " 

46. The plUb1cm was that no amoun! of tmkering wim the amoont of animal 

antibodies added would pfL)tlucc a pre and J.Xlst-vm.:cination virus neutralization it)r r.,.1en;k's 

vaccine within the desired r.ange. Without the animal antihodies, Merck could not support a 

sufficient level ofpost-va;;cirmtion neutralization. Conversely. by adding Ihc animal antibodjes. 

Mlyck could not avoid having too high a level ofprc~vllccmation ucntrah:t}ltton (i.e" LOa many 

pre-positives). This :eft only one way for Merck to rt.-ach 11s desired seroeoll'terslon outcome ~~ 

falsify the test results, 

47. Specifically, Krah and Yagodich and other memhers ofKmh's st'&if falsified the 

test results to ensure U pre-po:sitivc neutralization rate o[bclnw 10 perc~nt Th<:y did this by 

fabric3ling the-ir plaque .;:-oums on thc pre-vaccination blood samples, counting plaques that were 

not actually there. With these inHated plaque counts, Merck was able to count as pre~negative 

those blood samples that otherwise would have been counled as pre~positive because of tile 

increased neutralizalion caused by the animal antibodies. 

4ft Merck's falsification of the pre-vaccination plaque counts was performed ill a 

broad~based and systematic manner from Decem her 2000 until at least August 2001: 

• 	 Krah stressed to his Slaff that that the high nurnher of pre-positives they were 
finding was a problem lhat needed to be fixed. 

• 	 Kroll directed hj~ statftn re-check any sample found to be pre~positive to See if 
more plaque~ could he found to convert the sample to a pre~ncgative, 
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• 	 Krah <ll\d Yagodich falsified plaqu(;: COllUlS to C(JIlvert pre-positives to pre~ 
negatives, and directed other shlfr scient!:;;ts to do tJle same. 

• 	 Krah appointed Yagodich ilnd nvo others to "audit" the testing that other staff 
scientists had perfonne.d. These audits were limited to finding additional plaques 
on prc~posltiy-e samples thereby rendering them pre-negatives. 

• 	 Krah instituted several me<tsurcs to lwlate the pre-positive samplc:;, facilitate their 
"fe-count" and consequent conversion to pte-negatives. For example, when 
manually changing original counting sheets proved too time-consuming, Krah 
employed an excel sprcadfdlcet which would automatk~ally hjghlight the 
undesirable prc·positives so that they could be targetcU more efficiently. The data 
was entered, highlighted ami changed before it was ever saved. 

• 	 Krah also engaged in the destruction ofevidence- to minimize the chances of 
detection. He not only employed the excel spreadsheet which left no paper trail. 
He abu destroyed test results, substituted original counting llheets ""itll "clean" 
sheets, and -onlercd th~,: ...taff in the lab to do the same_ 

• 	 MC'.JCK cancelled (in March 200 1) a planned outs,ource of the testing to a lab in 
Ohio rn.,'t'ause the ourslde lab was unabIt> to replicate the llcroconversion results 
KrAh 'has ohtaining in his lab. Krnh and his statl{:onducted all the remaining 
(c:iting instead. 

49. 	 Unsurpnsingly, none of the "recounting" and "retesting" that Krah and his staff 

perfonned as part of the "cnhanced" testing was performed on any post~vaceination samples or 

on any pre-vaccination samples that were pre-negative. This additiunal "rigor" was only applied 

to the pre-positive sampics, the vel)' samples Mer¢k had identified as undesirahle and which kept 

Merck from attaining its target of::::: 10% pre-pOSitive rate and? 95% scrocollversioll. 

Sit. 	 Relators Krahling ami Wlocho,\vskt engaged in numeroui; efforts to stop the fraud. 

They questioned and complained to Krah about the methodology being employed, particularly 

the manipUlation of pre-positive data, They attempted to dissuade others from participating. 

They initiatl~ numerous- calls to tile FDA to expo~ lhc fraud. And they attempted to document 

the fraud. even as. evidence of it was being destroyed. But Relators' effons were tv no avail. For 
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every effort they took to stop the fnmd, Merck adapted the ~hcme to assure the falsiucatiml 

continueu. For example, when Rdatorq objected to changing their own plaque counts, Krah 

appointed other staff. as so-called auditors, willing to falsity the data, 

51. In July 2001, Relators Krahling and Wlochowski secredy condw.:tcd their own 

audit of the test results to confirnl statlsttcally the fnmd that was occurring with the "enhanced" 

testing. They reviewed approximately 20 percent of the data that Merck had collected as part of 

the '\'uhanced" test. In this sampling. they found that 45 percent of the pre·positlvc data had 

been altered to make it pre-negative. No pre-negatives were changed to pn;:·pnsitivcs. No post

positives were changed to post·negatives. No post~ne:galivcs were changed to po:s.l~positives. 

All change:> were in one di"ctiun - reducing the incidence of j1re-p<isitives. The statistical 

probability of t\o many changes occurring injusr the pre-positive data and in no other data was 

more than il trillion to one. And that JS a conservative- measure given the likelihood that 3" even 

greater number of pI e~positives were chnnged but remained undetected because the changes were 

not recorded in Mcmk's files. 

D. The Complicity of Merck's SeDior Management 

52. Krah did not act a)one in orchestrating tile falsifi(~aljon of the "enhanced" PRN 

test results. He acted with the authority and approval of Merck's senior management. 

S3. For example, in April 2001, after Merck cancelled the planned outsourcmg of the 

remainder of the mumps efficacy testing, Emilio Emini, the Vice President of Mcrck's Vaccine

Research DjVl~io11, held a mooting with Krah and his stan: including Relators Krabling and 

Wlochowski. Emini was clearly 011 notice of protests that had been going 011 in the lab because 

he directed Krall's staff to follow Krah's orders to ensure the "enhanced" testing would be 
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successful. He also tf!ld the staff that they haa earned very large bonuses for the work they had 

completed on the project so far and that he was going to douhle the bonuses and pay them once 

the testing was complete. 

54 In JuJy 2001, after completing the ;jCt;rct audit, Relator WllX;howski openly 

accused Krall during a lab meeting of committing fraud in the mumps testing. Relator KrahHng 

then met with Alan Shaw, the ExC\;utive Director ufVacdne Research and euntfnl1ted him about 

the ffJ:Iuduient testing. Krahliug told Shaw of the falsification ofthc pre~pi)sitive data. He also 

confronted Shaw about the improper use of the anim~l antibodies to inflate the post-vaccine 

neutrahzation counts. Shaw responded that the FDA permitted the use of the animal antibodies 

and that should be good enough for Kmhling" Shaw rdilscd to discuss anything further about the 

matter. Instead, Shaw talked about the signilkant bonuses that Emini had promised 10 J><1Y the 

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

Relator Krahling then mel with Hob Suter, Krnhling's hruuan resourCi~ 

representative at Merck. Krahling tolJ SlIter about the falsifit~ntion nfdata and Shaw's 11.-.fusal to 

get mvolved. Knlhbng told Suter that ht= was gomg to report the activity to the FDA. Suter told 

himne would gl.t to jail ifhe contacted the FOA and offered H.1 set up a private meeting with 

Emini where KrahJmg could tlIseu;;,:., his concerns. 

56. Shortly thereafter, Emini agreed to meet wlth Krahljng. In the early August, 2001 

meeting with Emini, Krahling brQught actual testing samples and plaque counting sheets to 

demOnSlnltc to Emini the fraudulent testing that Krah was directing. Emini agreed that Krah had 

falsified the data. Kmhling alsu protested against the use of the animal antibodies tu inflate the 

serooonversi(m rate. Emini respon.ied that the animal antibodies were necc!$$ary for Merck to 
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achieve the project's nhjectivc. Krahting proposed a seienlific solution to lower the pre-positive 

rate and end the need to falsify data _. stop using the animal 3ntihodies. When Emtni declined, 

Kmhling .. sked hjm what scientific mtionale justified using the animal antibodlcs. Emini 

explained that Men..~k's choice to use the antibodies was a "business decision." 

57. To assuage Krahiing's concerns, Emini promised to .conduct an ""'internal audit" of 

the mUllips te"ting, Krahling countered that the FDA should be cnntaeted since only the fDA 

could perform an audit that was truly independent. Emini ordered Krnhling not to call the FDA. 

Immedtntely after the meetmg. Suter approached Krahling and again threatened that he would be 

put in jail if ne contaded the FDA 

5K The next morning, Krah arrived early to the lab and paek,,'<i up and destroyed 

evidence of the ongomg mumps testing, This evidence inclmlcd garbage hags full of rhe 

completed i,lxperimcnwl plates, Cntltnmlng the cell sheets with pla<luch, that would have (nl'ld 

should have) be:en maintained t()r review until the testing was complete and final. The 

destruction of the plates would make it difficult to compare the actual plaque counts in the test 

with what was documented and changed on the counting sheets, as Kmhling had done the day 

before in Emini's office. Despite the threats he received from Suter and Emini, Kn1hling called 

the FDA again and R-ported this latest activity in Merck's ongoing fraud. 

E. The FDA Interview of Keab and Sha'\'\' 

59. Ou August 6,2001, in response to Relator Krahling's repeated cans. an FDA 

agent came tl) Merck to question Kran and SJmw, The FDA agent'~ questions were largely 

fuz'uscd OIl Mer~k's process for counttng plaques in the "enhanced" PRN test. Krah and Shaw 
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misrepresented the process that Merck was actually conductmg and the fact that Merck was 

lalsi fying the pn::~positive test dab. 

60. Fur cxample, the FDA agent asked whether there was Hny ad hoc revisiting of 

plaque counts. Krall faisely responded that plaque counts were being rechecked only for 

verification, controls and to check hypervariability. Kmh also misrepresented to the FDA that 

they did not change tne data ailer it was entered in the excel workbook When the FDA agC11l 

pressed Krah on the criteria for changing origirud counts on the counting sheets, KraIt left the 

intervie\-v withvut answering th{l questIOn. In Krah's absence, Shaw infonned the FDA agent tim! 

a memo would be addt.xi to the standard operating procedure to address changes. The fDA agent 

then asked Shaw why they had not taken care of this bcfnre the project started. Shaw utlered 

that Krah and anothn Merck employec had identified "trends" and "problems" with the original 

counlS without ever explaining what those "trends" or "problems'! kH.~tuaJly were. 

{J 1. The interview proceeded in this malUlcr with Shaw and Krah obfuS"c<'Itiug what 

wa::: happening in the lab and obstruding the FDA's t:non~ to find out what was really going on 

with Merck's manipulation ofthe testing procedure to reach its targeted scroconversiull rate. 

62. The entire intervlew ...vlth Krah and Shaw was shurt. probably less than half an 

lwur. The FDA agent did no! question Relators KraWing or Wlochowski or other members of 

Krah's staff in order to cOIToborah~ what Krab and Shaw said. As far as Relators witnessed, the 

FDA agent did nut attempt to !lubstamiate Krah'~ or Shaw's responses. by reviewing any Qfthe 

testing samples or hackup data that had escaped destruction" And the FDA agent did not address 

the actual destruction of evidence that Krah had already facilitated. 
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63. The FDA issued a one page ucficlcncy (eport irlcnttfying a few relatively minor 

shortcomings in Merck's testing process, These principally related to flaws in Merck's record~ 

keeping and in its validaliun!exphmation of changes to the test data, 

64. The report did not addres~ or CL:nsure Merck for llny issues relating to Merck's 

improper use of the animal antibodies or Merck's wide-r.cale tahification of pre~positive test 

datil. The FDA did not di:;wver this fraudulent activity in the eourse of tlte perfunctory visit 

because of Krah's and Shaw's misreprcscnlations to the FDA. 

F. Merck's CODlpletioD and Use of the Fraudulent Test Results 

65. In order to comply with lhL: FDA's deficiency report, Merck made minor 

adjustmellts to its testing procedur~ relating to its heretofore ad hoc procedure for counting 

plaques, The new, more fonnalized procedure explicidy provided for supervisory oversight and 

review of plaque counts in pre-vaccinated blood sampJL'S and where plaqt1e1; were dlfficult to 

read because of the condition of the sample. In other words, nnder !he "m~w" procedure, Merck 

continued to falsify the test data to minimize the level of pre-positives and inflate the 

scroconversioll rate, 

(,(), After the FDA visit, Relator Krahling w<i;;l:mrn.xl from any fiuther participation in 

the Protocol 007 mumps vaccine testing project. He was also prohibited from accessing (IllY data 

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

from continuing to work in KTi:lh's 11lb on any matter. He was offered a position in a different lab 

widlin Merck's vaccine division, hut it involved work for which Kmhling had no prior 

experience or interest. In December, 2001 Krahling resigned from the company. 
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67. Relalor Wlochowski conlinued to work at Merck. though she was tmn'ferred oul 

of Krah's lab at the end ofSeprember, 2001. She spent ~n additional year working at Merck in a 

different lab before she hm left Merck 

68. Before Relators KrAhlinB and Wlochowski leti Kmh's lab, Merck conducted lhe 

mtemal audit Emini had promisl~tI Relator Kraltling wuuld take place. Huwever, as Krnhling had 

warned against, the audit was anythmg but independent. Unsurprisingly, therefore, Merck 

completed its Protocol 007 testing in late summer or early faU2001 and Merck reported the 95 

percent scroconvcrsloil it had targeted from the outset. \Vhnt no one knew outside of Merck -

not the FDA. the CDC or any other governmental agency ~- was that this result was the product 

ofMetck's inlproper usc of animal antibodies and the wide-scale falsification of test data to 

cunceal the signifk:<lntly dlmjnished efficncy of its va\:cinc. 

69. Notably, while Relators Krahling and Wlochowski were immooiately removed 

from Krah's lab for Iheir J)rotests agaiulJl and efforts to stop the fraudulent ksling, those that 

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

were instrumental ill the fraud continue to work in vaccine development at Men:k today and arc 

shU working together in Krdh's lah. 

MERCK'S ONGOING ~'RAUDULENT REPRESENTATION 

OF' A 95 PERCENT EFFICACY RA1'1': 


70. Since at least the beginning of the Protocol 007 testing and continUing througll the 

present, Merck has falsely represenled to the government and the pubJic that its mumps vRccine 

has at least a 95 pctCent efficacy rate. It 11a!> done so even though :\ferck is well aware, and has 

taken active steps tv keep secret, that the efficacy rate is far lower. 
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A. Merck's False Representations Through Package insects 

71. Men:k principally hus made these false representations in the package insert or 

labeling that accompanies each dose of Mcrck'$ vaccine, This i:> the product material that tht, 

law requires which, among other things, 11lfonns tlle govemmt:nt health care providers and the 

publk of the compofiition of the vaccine and i1$ ovemU efficacy at immunizing the recipicnl from 

contracting mumps. 

12. Merck's mumps vaccine insert has changed over the years, but at least one thing 

has remained oonstant -- Merck\; reporting of at least a 95 percent efficacy puc. The current 

pachlge insert for MMRH provides that "n singk injection of the vaccine indul.:cd .. , mumps 

neutmlizing antibodies in 96%., . of susceptible persons." Mt."TCk neither identifies the study 

perfQrnted Of the date it wa.<; perfonn~-d that supposedly support this represenratiol1. The CUffillt 

insert further provides that: HEfficacy of measles. mumps and rubella vaccines was established in 

a series ofdouble-blind controlled field trials which demons.trated a high degree ofprotectivt: 

efficacy afTorded by rhe individual wH.:r.:ine cornPQncnts," As :$upport for this JX,1Jresentation, 

Merck citc$ the morc than lotty-year old studies it conducted to obwin the original governmental 

approval fOT a mumps vaccine in 1967. Merck's MMRII package inst.Tt has contained this 

language and "support" since at least 1999. 

73. ~1CfCk's product insert is a clear misrepresentation of the efficacy rate of its 

mnmps vaccine. II cites outdated or unidentified studies that are not reflective of what Merck 

knows now about Ihe vaccine's current effectiveness as confumed by Merck's efforts to 

H41.uipulate the methwology and uliimBtely faisify the data to n.~port at least 95 percent 

seroconvcrsion. In short. as Merck well knows. the efficacy mtc of its mumps vaccine is not 
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an)'\Vhere near 95 percent. Yet, Merck continues tQ falsely rcpre>lent n 95 percent efficac:r mil: to 

ensure its >;ontiuucd lock 011 the ~ale of the vaccine in the U.S. 

B. Merck's FaIst' RtpreseutatioRs Through Expanded Distribution of the Vaccine 

74. Merck's misrepresentations relating to its mumps vaccine have not been made jU!\t 

to the U.S. go\'cf1lment for MMRlL Merck ha~ also obtained approval to sell MMRlI in Eun,pe 

and to sell ProQuad 111 the U.S. and Europe. Merck ohtained these approvals byaLtain 

misrepresenting to the FDA (in the U$) and the EMA (in Europe) the efficacy rate of its mumps 

vaccme_ 

75. In 2004 Merck submitted an application 1<J the FDA for approval of ProOttad. 

\-terck certified the contents of its appticution were true. In 2005, after reviewing Merck's 

application, the FDA approved PmQuad. According to the FDA's chnkaI review of the stwJies. 

Merck submitted in suppo!t of ProQuad, "[c1Iinieal Ctlk3CY of ... mumps ». vaccine ~train w[ns] 

shown previously"", using [the] monovalent. [T]he vaccine n:sponSie rates were 95.8 to 98.8% 

for mumps." Merck kn(.'W from its ProtoCQl 007 testing that this falsely represented the efficacy 

of its mumps vaccine. Now that it is licensed, Merck's package insert conrinues to misrepresent 

the ctHcacy of its mumps vaccille, slaling: "Clinical studies with a single dose of ProQuad have 

shown lhat vaccination elicited rates of<tntibody responses against measles, mumps, and rubella 

that w~rc similar to those observed after vacejmttinn with a single dose of M~:M-R 11" and 

''(a)ntibody was detL"Cted in 96,7% for mump::>." 

76. III 2006, Merck obtained a license from the EMA to sen the MMRH analogue 

(called !\'11v1RVaxpro) through the joint venture Sanofi Pasteur MSD. Mertk used the talsifit..'ti 

results oftne "enhanced" PRN test to obtain tIllS approval. The EMA actually cited Pwtocol 007 
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as a "pivotal clinical studi' in ~l!pport of its decisJon to grant the approval. Since then, Merck 

has been manufuctunng MMRVaxpro at its West POint f.1CiJity for Sanofi Pasteur MSD to sell in 

Europe. 

77 Around the same time, Merck also obtained a licen.,..; from the EMA for Sanofi 

Pasteur MSD 10 sell Merck's ProQuad in Europe. A!> with MMRVaxpro, Merck's juint venture 

submiHed the falsified results of Pmtoc·ol 007 to the EMA as 5upportrve clinical infonnatioll in 

its vaccine application. Relying on this information, the El\.fA found "no major CQllCern" about 

the efficacy ufthe mumps cOIllI)onent of the vaccino!, 

78. Thus, by 2006, Merck had the exclusive licenses to sen MMRII and PmQuad in 

the U.S .• as well as licenses tu sell :\1MRVaxpro and ProQuad in Europe. Throughout this time, 

Merck falsely n ..-presented an efficacy rate of95 pt:rcent or higher and engaged in scientifically 

deficient testing Hnd outright fraud to assure this was the efficacy rate consistently assuelated 

with it" mumps vaccine. 

C. 	 Merck!s False Representations Through Its Application for a Labeling Cbange on 
Potency of MMRIJ 

7fj. In 2007, Merck changed ils MMRII labebng to reflect a decn.::aSlc in the potency 

of the mum.ps component of the vaccine. Potency measures how much ufIhe attenuated VlruSl IS 

included in each dose of the vaccine. Thc labeimg change ~- approved by thc FDA -- allowl.·d 

Merck to represent a lowel minimum potency, from 20,000 to 12.500 TCID!w (Of tissue culture 

mfective dOSle, which is the scientific mea:;urc of vacc·inc- potency). This repn.~scnted a 37.5 

percent reducTion jn how mucn of tlle attenuated vims could go into each dose of the vaccine. 
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&0. At no time during Merck's efforts to i;i.i;Curc approval to change its MMR II 

labeling did Merck dtscloSG to the FDA what Merck knew about the dimini:shcd ctllcaey of the 

vaccine. Nor did Merck take any steps to addres:o the efficacy infonnation lhat was faisely 

represented in the labding_ That portion of the labeling remained unchanged 

;{ 1, Merck wa1;i thos representing throughout tlle approval proc-e:ss that it could 

actuaUy reduce how lUuch attenuated virus Merck put into each vaccine shot and fitill maintain 

illi represented 95 percent efficacy even though Merck knew that at the I1iglwr potency the 

vaccine was nowhew ncar this efficacy. Clearly, .if the FDA had known the- truth about the 

vaccine's efficacy it w(luld not have approved the labeling change to reduce the lUlt\imwn 

poleney< 

D. Mer(',k's false Representati(HlS Through Re<:ent Mllmp'i Outbreaks 

82. With Merck's .!llgnificantly degraded vaccine a~ the only protection again~t the 

mumps in this country, there has temained a Significant risk of a resurgence of mumps outbreaks. 

Thl1t is exactly what Krah -- who waR well aware of Ille. mumps vaccine's failing~ ~~ prediCted 

would oc;,:ur. In n conversation he had with Relator Krahling in the midst of the "enhanced" 

PR~ testing, Kruh Bo::knowledged that the (:flieacy ofMerck's vac;,:ine had dechned over lime, 

explaining that the com-taut passaging of virus to make more vaccine f(Jr distribution had 

degraded the product. Krnh predicted that because of this. mump~ outbreaks would continue. 

And that is exactly what has happened, 

1. The 20Q6 '\1umoo Outbreak 

M3. In 2006, mure than 6,500 cases ofmumps were reported in the Mjd~West in a 

highly vacdI1ated population. This wa~ the largest mumps outbreak in ulmost twenty years and.a 
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~ignifkllnt spike from the annualllvemge of 265 ('·(i$CS: that had been reported tor the years 

leading up to the 2006 (luthreak. 

84. The CDC, FDA and Merck puhHcly worked together to determine the cause of 

tJlis 2006 outbreak. Ofcourse, only Merck knew that outbreaks would occur beeau${!' Its vaccine 

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

continued to Te-pTC~(Jnt il., inflated efficacy rate and the governmenl continued to believe that 

there was no problem with the vaccine. During the investigation of the outbn:ak, the CDC's then 

Djrector. Julie Gerberding, reaffirmed the CDC's view that nothing was: wrong with the mumps 

vaccine. a belief fed by Merck's continued misrepresentations: >j We have abs{)lute~y no 

infimtlation to suXge'S{ that there is any probl<:m with the Jlac<'ine." Director Gerberding and the 

('DC emphasized thai "ltJhe best protection against tile mumps is Uu: vaccine," 

85, Even though Kroh, the Merck investigator who ran PrQtocol O~, expected 

outbreaks IJl increase be\:l1use of the degmded product, scientists at the CDC aJid elsewhere 

conlinucd researching to understand the origins ofsuch a large outbreak within a highly 

va..:cinated PDpulation. 00(' of the leading studies was led by Dr. Gustavo Dayan, then a doctor 

at the CDC, ilnd pUblisheu in 20nS in the New Eng/and Journal o/Medicine. After considering 

possible causes for the outbreak, Dr, Dayan re.commemlcd that "[f]uture studies will help 

evaluate national vaG¢ine policy, including whether the admini:uration ofa second dO$e ofMMR 

vaccine at a later ugc or the administratklll ofa third dose would provide a higher or a more 

durable immunity," Gustavo H. Dayan, "Rcc(::nt Resurgence ofth~~ Mumps tn the United Stares," 

New r:ngland Journal (~lMedidne, 358; 15 (Apr. 10, 2008) 1580, 
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86. Dr. Dayan's study ultimately .::oncluded that "[a] !TIMe effecttve mumps vaccine or 

changes in vaccine policy may he needed to avert outbreaks and achieve elimination of mumps." 

ld, (emphasis added}. Ofcourse, ifDr. Dayan had Ihc benefit of what r,,1erck knew but willfully 

withheld fmm the govcmment and the public, his findings would have been significantly less 

equivocal on what m:cdcd to be done to stop the reemergence of mumps outbreaks. 

87" At the salUe time Dr. Day;ln publilillcd Illil study questioning whether it may be 

time for a new vaccine, Merck publicly proclaimed that its mumps vaccine bad nol bc{;n changed 

since its introdudioll in 1967 ti1ld that Merck had nu plans to change it. So, while Dr. Dayan 

questioned whether it "may" be time for a new vat:cinc, Merck attempted to reassure the public 

that there was no need for any such change. The vaccine worked just fine. 

SM. In anothe·r study on the 20U6 outbreak, several scientists questioned ;.Aerck's use 

of the Jeryi L)"nn strain, instead of the wild-type virus, in Merck's PRN testing, They noted lhat 

with thi:; kind of testing., vaccinc dlkacy can be significantly overstated because "good resulls 

can be obtained that do not reflect the actual ability of the vac,,:lUC to provide protection from 

dl$llSC. A vaccine fallure is inVt'stjgatcd properly only if, in audition to avidity testing, the 

ability of antibodies to neutra1i:e;c wild mumps virus has been checked." Heikki Peltola, (ft. al.. 

"Mumps Outbreaks in Canada and the Uniwd State,,: Time for Kew Thinking on Mumps 

Vaccine," Clinical InJectiouS Diseases. 2007:45 (15 Aug. 2007) 459, 463" 

89. Vlhat is perhaps most notable about thi:-. study IS that it scientiflcally questIOned 

Merck's stated effU:hcy based solely on Merck's use of tile vaccine strain instead of the \-vild type 

virus to test efficacy. Thc critique did not (and could not) CVenllccount for Merck's CQnccaled 
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efforts to further inflate its efficacy results with the improper usc of animal antibodies and the 

talsification of test data. 

90. Currently, Emory Univ~~rsity is condu""ting a clinical trial of its university students 

in yet another aHempt to expiain the cau.<;e for the 2006 mumps outbreak among coJlege~age 

students who had received both u0:ses of the vaccine. However, Merck is listed as a collabomlur 

on that study, thus continuing to position itself to perpetuate its fraudulent efficacy findings. 

91. Merck's ongoing mi:.representations and omissIOns with respect to the 

effectiveness of its vaccine continue to conceal the role its degraded product played in the 2006 

outbreak 

2. The)009 Mumps Qutbr.eak: 

92. In hi):; 2008 study, Dr. Dayan also predictCll another mumps outbreak would 

follow three years after the 2006 outbreak. This followed from thc three~year cycles in which 

outbrtfflks occurred before children were widely vaccinated for mumps. "[Iln the pre~vftccine 

era, mumps activity followed 3 .';I'ear cycles, so the current low m.;t1vity rote [at the tunc of his 

2008 studyJ may be transient whde another critica1 mass of susceptihle persons aCCnlCs." Dayal:l. 

New England Jour1fal ofAff!dicint', 358; 1531 151\7-88. 

93_ in August 2009, arl.uther mumps outbreak began just as Dr. Dayan prooieted_ As 

with the 2006 outbreak, the 2009 outbreak occurred despite high vaccination coverage among the 

U.S. children's population. In total, roughly 5,000 cases were confirmed by the CDC during the 

2009.outbreak This outbreak reaffIrmed Krah's predit:t1on that mumps outbreaks would 

reemerge and incrC<lsc over time. 
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94. Faced with .a mumps outbreak in 2006. and without complete infonnation as to 

what might have cauned it, the CDC acknowledged that it would c.onsider the possibility of 

recommending a third dose of mumps vaccine. According to the Deputy Director ofthc CDC's 

Viral Djseas(~s divislOn m 2008, "If there's another outbreak, we would evaluate the potential 

benefit ofa third dos'! to control the uutbreak. ,. 

95. Because of the 2006 and 2009 outbreaks, tiu; CDC has also pushed back it::! target 

date for cr<tdicating mumps from lis original 2010 goal to no earlier than 2020, But no amount 

of extra time or dosages will be enough to eliminate {be disca8c when the vaccine docs not work 

as represented in the labeling. It will merely allow Merck to eontmue to misrepresent the 

vaccine's efficacy and thereby maintain ils exclusive hold on the mum)):". market with an 

inadequate vaccine. 

96. To dH1C, the government has not acted on Dr. Dayan!!; conclusion that it "may" be 

time for n new mumps vaccine. instead. it continues. to build its stralegy around the existing 

vaccine. Nor is Dr. Dayan likeJy to pursue his own conclusion. He len (lle CDC to take a 

position in the Clinical Department ofSanQfi Pasteur, the vac¢ine division of the Sunofi Aventi& 

Group, Merck's partner in manuUtcturing and selling MMRVuxpro and ProQuau in Europe. Dr. 

Gerberding has also left the CDC. Tn January 20 to, she became the president uf Merck's

Vaccine DivI::!ion, a posItion she holds currently. 

Ii. Merck', False Rcpr •••ntatiuus Through tbelmmuuization Action Coalition 

97. The Immunization Action Coalition (lAC) is a non~profit organization which 

describes itself as the Hnation's premier source of chHd, teen, and adult immunizatiun intomlation 

for health professil..lIlals and their patients. ,. It provides educational materials and "faciiitatc~ 
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communication about the s<1fcly, efficacy, and use ofvaccinc8 within the broad immunization 

community of patients, parents, health care of&tanizulions, and government health ugencics." 

9?-L The CDC works closely with the lAC. Indeed, "{a]lmost all ofIAC's educational 

mtltcnals are reviewed for technical accuracy by immunization experts at the CDC," The CDC 

also provides the lAC with financial support fOf the purpose of educating henlth care 

professionals about U.S. vaccine recommendation..... Several COC phy'Sicians currently serve on 

lAC's Advisory Board. So does the current Director of the National Vaccine Progrllm Office at 

the Department of Health and Human Services. 

99. Merck also provides fuudmg to the IAC. 

100_ The lAC asserts that Merck's mumps vaccine hus an eHicacy rate of 97 percent 

Thi$ comes from the following mumps vaccine "Question and Answer" infonnation sheet posted 

on the lAC's '\vehsitc~ "Huw effective h this vaccine? The frrst uose of MMR vaccine produces 

good immunity to ... mumps (97%)." 

101. Merck has done nothing to correct this widely disseminated misinfonnation, 

sanctioned and supported hy the CDC, ubout the efficacy of Merck's mumps vaccine. If 

anything, through it.. fimdmg and supporl ofthe lAC. Merck rnt5 once agajn positioned itself to 

facilitate the spread of this t'1.lse efficacy information. Clearly, if the CDC were aware of the true 

efficacy of Merck's mumps vaccine and the effort :\1erck has undertaken to conceal it, the CDC 

would take steps to corn:ct the lAC's infonnation on the vaccine, 
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IN FRAUDULENTLY RE·PRESENTING AND OTHERWISE CONCKALING THE 

DIMINISHEIl Ef'flCACY OF ITS MUMPS VACCINE, MERCK HAS VIOLATED ITS 


MUl,TIPLE DUTIES UNI)ER THE U.S. VACCINE REGULATORY REGIME 


102. There arc three principal components to the goverrummt regulation and pun~-ha:)e 

(lfvaccines in tlns cmtnt1y, The CDC is responsihle for the govenmlcnt's purchase of vaccines 

and for educating th{' public on, among other things, the safety <lnd cnkacy of vaccines and the 

imp{}!iaHCe of immunization. The FDA is rcspon~ible for overseeing the licensing and approval 

of vaccines. their manufacture and distribution, and how they arc represented to health cm-e 

profer-;sionals and the puhllc through vaccine labeling. The National Vaccine Program, of the 

Dt,;partment of Health <tOO Human Services, 1s rc~ponsible fur gern:ralJy overseeing the U$. 

wlCcine program, including coordinating with the various agende.~ involved In the program and 

manutacturers like Merck, and ensuring thaI vaccines Jlre safe and dk"Ctive and in sufficient 

supply. 

103. A critkal underpinnmg of this overlapping vac-cin~ regulatory framework is that 

eaclJ agency mvolved has accurate and up~to~datc infonnation on the satety and efficacy of the 

various vaccines lic(;nsed for usc in this country. This infonnation is particularly important for 

the CDC which purchases the vaccines pursuant to a l,:ontraet with Merck. Not (Jnly does it 

decide which va('~jnes the government will purchast\ It also creates the schedule of 

recommended vaccinations that determines those vaccines that children in pubbc school are 

required to take. Furthennore, as CoUinl~d m the :Kational Childhood Vaccine Injury Act, the 

COC has the duty to warn the public <"bout the safety and dlicacy of the vaccines, Notably. this 

is a duty that Merck was instrumental in establishing. 
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104, Merck thus has ongoing nnd independent duties to disclose to them:: agencies all 

material information relating to the satety and efficacy of its mumps vaccine. However, in 

misreprescnting u falsely inflated cilica.cy rate for its mumps vaccine and concealing what Merck 

knew ahout the sigmficantly diminished efficacy of the vaccine. Merck has bre.m:hcd these 

multiple duties. 

A. Mcrckts Duties to tbe CDC 

1. Mw£.k's Duty to DisdQ§5Lllim.inishcd Efficacy 

105. Merck has both a contractual and statutory duty to provide the: CDC with accurate 

inionnation regarding the safety and efficacy of its mumps vaccine. This duty is triggered by 

Merck'!) contractual dnd statutory delegation to the CDC of Merck':j duty to warn the public 

about the vaccine's safety and etlicacy, Without this delegation, Merck would be responsible

as any drug Innlmfacturer would ~. for providing adequate inf~)rmation to consumers relating to 

the risb and benefits of the vaccine. 

106. Merck and the CDC first agreed to this delegation hack in the 1970's, at M ...-rck's 

~uggestion. If provided II way to assure that the CDC could pUf(~hasc :\ferck's vaccines without 

Merck being subjected to personal injury claims for failing to warn individual vaccinees or their 

parents about the safety and efficacy of vaccines administered through government vaccination 

pwgrnms. As a result of the pm1ies' negotiation, the CDC assumed the duty to warn with respect 

to aU Men::k vaccines it purch."tsc:s. In exchange Merck agreed to provide the CDC with all of the 

information tJle CDC needs to adequately carry out the duty w warn. 

107. This means that Merck hils an ongoing dllty to pfiwide the CDC with a;.;:cumte 

information on the dficacy of its mwnps vaccine, including appnsing the CDC ofany problems 
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Men.~k i.liscovers, or lfi the exercise of reasonable care should have dlsC(Jvered, aS$ociated with 

the vaccine's stared efficacy. In the absence of any direct communications by Merck to th.e CDC 

relating to the vaccine's e11icacy, th.e CDC" principally relies on Merck's vaccine package insert 

for this information. 

lUg, Merck benefits greatly from thi$ arrangement as it protecls Merck from liability 

for persotml injury claims hased on any failure to provide consumers with adequate warnings 

about the vaccine:. All of thr,; Mcrck-CDC purchai;>e Guutmcts (dating back fWOl the late 1970s) 

contain language. originally drafted by Merck's coullsel, providing that the CDC agrees to "take 

all appropriate steps to prOVide meaningful warnings lto consumers] relating 10 the risks and 

bem.::fits of vaccination." 

)09. This delegation is now codified under thc National ChildhooU Vaccine Injury Act 

which, a.mfmg other thing:.;, requires the COC to dl:vclop and disseminate vaccine information 

materials which provide: "( 1) a concise description of the be:nctil"l of the vaccine, ... and (4) such 

other relevanl intoll'll8.ttOn as may be dcte.rmil1ed by the Secn::tary [of Health and Human 

Services]." 42 USC § 300aa~26(c·). Mcrck-(:DC purchase contracts "till contain the delegation 

of the duty to warn, hut now also cite to this proVision as the relcvont authority. The CDC also 

cites to this provh;ion in the Vaccine Infonnation Statements it publishes apprising vaccinecs and 

their parents Qr guardians of the purpose, ris.ks and benefits ofa particular vaccine. 

IW. The Act further provides a notable (and logIcal) exception to the statutory release 

from liability of a vaccine rrmnufucturer for a failure to warn. It does not apply if the 

manufacturer engages in "intentional and wrongful withholding of infonnation rdating to the 

safety or efficacy of the vaccine altcr its approvaL" Indeed, under such circumslances, the 
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manufacturer can be held liable for pilliitive dalTlltgcs for tiny failure to warn. 42 tJS(: § 30Qaa

23(d)(2)(A) aml (B). 

Ill. As tbt~ Third Circuit has held, Merck's duty to pnwidc accurate and up-to-date 

safety and efficacy information to the CDC 1S unequivocal and ongoing: "The manufacturer's 

responsibility is contmuous, and it must therefore apprise the CDC ofany risks It Jater discovers, 

or in thl: exercjse of reasonable c;;m::, should have dis(;ovemL" &e ll!lazur v. Merck, 9M F2d 

1348, 1365-66 (3,d CiT. 1992). 

2. Merc!(tLAdditiQUal CsmlntChlal D_~ties to the COC 

112. The ~terck·CDC pun:hasc contracts also obligate Merck to comply with various 

f'DA regulations regarding the manufactun:: and sale of its vaccines, This includes: the 

reqnirements that Mttruk Qnly sell vaccines to the CDC that arc licensed by the FDA and 

manufactured in con[ommnce with the fDA's current Good Manufacturing Procedures 

(,'cGMP"). As disctl.s~d below, a vaccine that is not manufactured in cl.m[()nnance with the 

specifications upon which the government's apptoval is hased -- such as diminished effieacy-

fails to comply with cGMP and thus violates the CDC purchase contract. As also described 

below, a vaccine that is mislaheled, misbranded or adulterated (such as with a package insert that 

represents an inflated efficacy rate), ur falsely certified as compliant with the conditions of 

purchase, likewise violates the CDC purchase contract. 

S. :\1erck's Duties to the FDA 

lll. Merck has ongoing dutie::> to the FDA pursuant to the Puhlic Health Service Act, 

the Food Drug and Co:;.metics Act and rDA regulations that control the licensing, labeling and 

manufacture ofvacciues. 21 USC § 3Ql fit If.eq.; 42 USC ~ 262 et seq. 
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1. Merck's Duty to ni8C!O~ Diminish~ qffica..o: 

114. Vaccine nnmutacturers have an ongoing duty to report probleml> with efficacy. 

11 CPR § 6O(U2(b). 

115. Vaccine m<lnufacturers alst> have an ongoing duty to manufacture vaccines in 

conformance with cG;\{P, 21 erR § 210.2. In order to ensure compliance with cGMP, vaccine 

manufacturers arc required to lest for safety, punty, and potency every lot ofthc vaccine to be 

sold. 21 CFR § 610. Per the specifications approved by the FDA for Merck's mumps vAccine. 

this means lhat the amount of attenuated virus Merck puts. in its vaccine result in a minimum 95 

percent efficacy. Sec 21 CFR § 600.3(is) (Potency is defined a;, the "{albility .. ,.to effect a given 

result"}. If a manuulcturer icBms of a deviation from the spreiticntions (such as diminished 

efficacy), it has a duty to disclose that infomullion to the FDA, fully investigatc it and COfl'CCt it 

21 eFR § 600,14; 21 USC § 331(c) .and 21 eFR § 21 L 192. A vaccine that tim::> tlotcomply with 

these standards is considered an adulterated product tllat cannot legally be ool<t 21 USC § 

331(8). 

116. Vaccine manuf.1cturcrs alS\.) have an ongoing duty to report to the FDA all adverse 

experience event'> (:mch as dtminishcd effica{;y). See, 21 CFR § 60fL80. Failure to report an 

adverse event may result in revocation of the licell$c for the product. 21 CPR ~ 6OO.S0(j). The 

law also imposes additional reporting requu"ements Ii)r vaccines, ~ucll fl.'; Merck's mumps 

vaccine, used in the pedUitric population. It requires vaCc1fle manufacturers to submit arumal 

reports ofany post-marketing pediatric studies to, among other things, inform the FDA or 

whether new studies in the pediatric population have been initiated. These repofts must include 
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an analysis ofBvailahle safety and dlicacy da.ta in the peoialne population, and an assessment of 

data needed 10 ensure appropriate lab~~lillg for the pediatrk population. 21 CPR § 601.28. 

2 Mer~k's..Duty t9 Ensur.e tl)f.!lJts MlYnP_s Vapcln~~ackag:e Insert Is Neither False 
~or Mist~ading 

1P. Vaccine manufacturers are at all times fL"'8fxHlSible for the cuntent of their 

labeling, including their package jl'1sert They are ch<rrged both with crafting adequate and 

accurate lahelmg and with ensuring that the infonnat:ion remains adequate and accurate. This. 

IIlcludes <Hi ongotng duty to sc![~nlOl1itor mld update their labeling -- including all associated 

package inserts and infonnation &heets when new inionnation becomes available that causes 

the I'lbcling to bec·ome inaccurate, false or misleading. 21 CFR § 60 i,12 (f)(2) and 21 eFR 

§20L56-57. A vfl.C.o:lne is deemed to he misbranded und mi:;labeled, and cannot be sold, if 1t$ 

labeling is "false or misleading in any particular." 21 USC §§ 352(a) and 331(a). 

C. Merck's Duties to the Natiuoal Vaccine I'rogrrun 

118, Merck also has duties under the ~ationa1 Childhood Vaccine Injury Act which 

created the National Vaccine Program and the Vaccine Injury Compensation Program. 'I'he two 

programs together were intended to create a simple. easy to administer system fur vaccine injury 

compensauon (wb.i,~h Merck wanted) and a more stable, competitive market for childhood 

vaccines which would lead to vacdne improvcment~ {which the glwemment wanted}. The 

manutiu;lurcn. were deemeu siakehoiders and enlisted to collaborate and cooperate with the 

government to improve the country'::. vaccination progrant In exchange, under tne Injury 

Compensatiun Progmm, rvferck and other manufactun,n obtained prote<:tiun from liability for 

personal injury claims, 
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119. The Act also created a new system for manufacturers to report aU "adverse 

even! ,,0' related to vaccines reinforcing the reporting I equirements othef\~'isc triggered by the 

Public Health Service Act and the Food Dmg and Cosmetics Act. described above. These 

advcfSt1 CVL"'1:H rep0l1s are made on the Vaccine Adverse Event Reporting System and arc 

supposed to encompass any problems associated with a vaccine induding those associated with 

safety ami dllcacy. 42 USC § 300aa·25(b). 

D. 	 Merck's Duty to Be Truthful and Forth\'omiug In Its Oca.Ungs 'Vith the 
Government 

120. 	 Merck has a duty to be forthcoming and honest with federal officials in all of its 

deaJings with thc goyemment Specifically, under! 8 USC § 1001, Merck is proiuhitcd from 

knowingly and wiHfuJly: (I) falsifying, concealing, or covering up a material faC! by any trick. 

scheme, or devin:; (2) making any materially false, fictitious:, or traudulent statement or 

representations; or (3) making or using any false writing or document knowing the same to 

contain any materially false, ilcHtious, or fraudulent statemenl Of entry in any matter relating to 

the government 

F.. Merck's Breach of These Muldple J)utics to the Government 

121. Merck breached all of the above duties by fallidy representing that the efficacy 

rate of its mumps vaccine is 95 percent or higher and by taking affirmative steps fl.) conceal the 

vaccine's dimirlished efficacy, 

122" 	 These duties were triggered a5 soon as Merck learned that the efficacy of itfi now 

forty-five year old mumps vaccine had diminished, Merck Jearned this no later than 1999 as 

evidenced by the aumission by the head of the Merck team mnning the Protocol 007 tes.ting, 
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Krah. He even correctly predictetlll:rnt the diminished efficacy of the vact~inc would ICild to the 

reemergence of mumps outbn:aJ.(jl- But rather than disclose tbi~ to the CDC FDA or the 

apl}ropriate individuals running the National Vaccine Program, <is Merck was obligated to do, 

Merck instead embarked on a campaign of concealment and oUlnghl fraud 

123, First, Merck devised a .scientifically flawed PRK test which attempted to measure 

the efficacy of its mumps vaccine based on how the vaccine performed against the less virulent 

vaccme strain of the virus rather 1han the wild-type strain that eXiSI$ in the real world. Even 

uiling this sdentifically dubious methodology, Merck saw tbat the seroconversion rate was 

significantly lower than the 95 pl.,."fcenl etTI..-:acy rate that Merck was representing on its labeling 

and otherwise" ;"'1erck abandone-.d this methodology and its unfavorable results and kept them 

bidden rather than disclose them to the government. 

124. Second, Merck devised an even more scientificany flawed PRN test when it 

"enhanced" its 1999 test with animal anlibodics, The new methodology was< not selected to 

provide a more accurate measure of the vaccine's efficacy. To the contI11ry, the methodology 

was concocted to mCilsure a high seroeonvcn>iQn rate rather than an accurate one:. To efl:mre that 

Merck's manipulation remamed disguised. i1 falsi!icd the test data to guarantoo the pre-negative 

to post-positive change m:cdoo to achteve seroconversion, HaVing reached the desired, albeit 

fal;;ified, efficacy threshold, Merck submitted these fnmdulcnt result.'l to the FDA (and the EMA 

in Europe}, again breaching its. multiple duties of open and honest dioclosure to the government. 

125, Third, Merek took step" to cover up the tracks uf its Ihmdulent testing by 

destroying evidence of the falsifkation and lying to the FDA investigator that questioned Merck 

about the ongoing testing. !vit>"TCk also attempted to huy the silence and cooperation of the staff 
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involved in the testing by uffc:ring them financial incentives to follow the direction of the Merck 

personnel overseeing the fraudulent testing process. Merck also thrJ;;alcliL-.l Relator Krahltng on 

numerous (ltXetsiQOS with jail ifhe reported the fraud to the FDA, 

126, Fourth, in :2004 Merck submitted the application for approval fiJI' PmQuad, 

certifying the contel1l:-:: of the application n~ true even though Merck knew Ihe stu!t.:m..:nts about 

the effectiveness of the mumps vaccine were, in fact. false. At no time during tins application 

process did Merek disciOi\l.: to the FDA the problems of which it was aware (or shuuld have been 

aware) relating to the significantly diminished efficacy of its mumps vac<.:lnc, Accordingly. in 

2005, the FDA approved Merck's application for ProQuad. 

127. Fifth, Merck sought and secured FDA approval to change its MMRlI labeling to 

reflect an almost 40 percent reduction in the minimum potency of the mumps VRccitH'! 

component It did thiS while leaving its tal."c representations of efficacy unchanged. And it did 

thl5 fully appreciating that if the current, higher potency vaccine had an efficacy rate far lower 

than the falsely represented 95 percent, then: was no way the vaccine would achieve this effil,;f\cy 

with significantly less attenuated virus in each shot Ncverthe1ess, at no time during the course 

of obtaining the FDA's approval fot the labeling changtl did Merek disclose to the FDA the 

problems of which it was aware (or should have been aware) rdating tn the significantly 

dim.inishl,;d dlicacy of Its vaccine. Nor did Merck disdose its knowledge that these problems 

would be greatly exacerbated jfthe potency in the dose was nxiuccd. 

l28. Sixth, Merck continued to conceal what it knew (or should lJave known) about the 

diminished efficacy of its mumps vaccine even after tbe 2006 and 2009 mumps outbreaks. It did 
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so even afkr the CDC - with which Merck was supposedly working 10 dclennil1c the cause of 

the outbrcakt> -- publicly slated that there wus nothing wrong with the vaccine. 

12'" Sevctlt1l. Merck has continued to conceal what it knows (fir should know) about 

tht'< diminisheLi efflcm::y of its l11wnps vaccine even though the Immunization Action Coalition 

which Merck funds, and which the CDC also funds, supports and subsrnntivdy contributes to -

prominently promotes an efficacy rate of 97 percent. 

130. And eighth, despite what Merck knows (or should know) about the diminisued 

efficacy of its mumps vl\ccine, :v1erck has fraudulently repre!:len!ed un its labeling fl slgmficantly 

inflated efficacy rate. Not only does this violate each of the multiple dutil'S described above and 

make ::vicrck's mumps vaccine a mislabeled. misbranded and adultcmtl.:d product. This 

continuQus misrepres;.:nlation talsely certiiles to tile government cmnpliauct: wiLh lhe term~ of 

the contract pursuant 10 which the gflvenunent buys Merck's vaccine. 

131, Merck's brood~bascd scheme to falsely represent and conceal the diminished 

efficacy of its mumps vaccine viulated tIle multiple duttes it owes the government to repvrl. 

investigate and attempt to correct any problems associated with the safety and efficacy of its. 

vaccine, il1cJuding its. d~lty: (i) to the CDC, to provide accurate and up~to-date efficacy 

information and comply with cGMP requirements and not to sell mi;;labeled, misbranded or 

adulterated products; Oi) to the FDA, to provide accurate and up~to-date efficacy information, 

comply with eGMP requirements, fully and properly investigate, test, and correct allY suspected 

problems with efficacy, and ensure the efficacy infomltltion reported on Merck's labeling is 

neither false nor mi~lc:ading; {iii) under the National Vaccine Program, to report all "adverse 
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events" related to itl> vaccines including problems: associated with efficacy; and (iv) to Ihc 

goV(',mmcnt generally, to be forthcoming and hCl1lel'lt in all of Merck's de--alings. 

IN FRAVDULENTLY REPRESENTING AND OTHERWISE CONCEALL'1G THE 

DIMllilSlIED EFFICACY OF ITS MUMPS VACCINE, MERCK liAS ILLEGALLY 


MONOPOLIZED THE MUMPS VACCINE MARKET 


132. As the only company licenS(~d by the government to sen mumps vtli::cine, Merck 

has had a monopoly In the U.S. market fDr mumps vaccine since it obtained il!$ original license in 

1967. However, Merck has maintained this: monopoly not through its business acumen or its 

manufacture and sale oftne best quality product. Instead, Merck has willfully and illegally 

maintained it'> 1ll(1Il0PQty through its ongoing misrepresentations or the effiCacy of its mumps 

vaccine, and its violations of the multiple dUlies of disclosure it owes the govemmmt Through 

this misconduct, Merck has been able to ll1<lintlljn a falsely inflated efficacy rate for it~ mumps 

vaccine and exclude competing manufacturers from entering the market. 

A. The V.S. Market for Mumps Vaccine 

133. The U,S. manufacture and sale ufmumps vaccine (including Mumpsvax, MMRH 

and ProQuad) is <l relevant antitrust market in this Cas<;:. For those seeking immunization ior 

mump~, a mumps vaccine is the only pmduct available tu achieve that result. So regardlcs!:! of 

the price Merck charges fot its mumps vaCCine, the extent or frequency ofHTIy price increases for 

the vl'lccil1e, or whether Merck incorpundcs the vaccine into multi-disease vaccloes, as it does 

wilh MMRJI and ProQuad, there are no altemative products to which the government. health 

care professinnals or consumers can lum to obtain this inununizatioD. 

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

t;;;hcdulc of recommended childhood vaccinations, illcluding a vaccinatIun against mumps, and 

43 


Case 2:10-cv-04374-CDJ   Document 12   Filed 04/27/12   Page 43 of 55



!he requrrement arouml the country that all public school students be vaccinated against mumps 

(among other clrildllood diseases). If a .chtld is to atteml publk school -- not tu mention any 

private school, university, summer camp or other educational or recreational institution in this 

country -- he Of she mu~t take a mumpl; vaecine. TIlere is 00 choice (but fOT rdre exceptions), 

There is no alternalive. No other produr..:ts can substitute fur Ihis required vaccination. 

B. Merck's Munopolization ofthe Market for Mumps Vaccine 

135. Smee it originally obtain~d government approval for the mumps vaccine in 1967, 

Merck has had a natural monopoly Ihrough its de facto exclusive license to seU the vaccine in 

this country. This has extended to multi-disease vaccines such as MMR, MMRlI altd ProQuad. 

But Merck has been able to maintain its monnpoJy not through providing the safcht, mH)lt 

effective and most oost effective mumps vaC»ines in the market. Rather. Merck h<ls maintained 

its monopoly by representing a falsely inflated efficacy rate of95 percent or higher. 

136. There (Ire significant barriers to entry inherent in the manufacture anu sale of.a 

new vaccine. The rcs(.;arch, devciopmen!, testing and government approval process is VCly 

expt;'nsive, time-consuming and risky. Sevelfll years and minions of dollars might be spent on 

developing a vaccine only to find it Jail in the final stages of testing, or to have the government 

refuse to approve it or significantly limit its application or distribution. Var,cme manufacturers 

will therefore invest in developing a new vaccine only where rhey see both a need for tlie va(x;im: 

and an opportunii)' to make a large enough return on the significant capital investment and risk 

involved. 

137, In the case of the (;,S. market for mumps vaccine, this inherent barrier to entry is 

substantially compounded hy the falsely inflated efficacy ratc of Merck'g vaccme" As with the 

44 


Case 2:10-cv-04374-CDJ   Document 12   Filed 04/27/12   Page 44 of 55



market fUf any proouct, a potential cumpctitor'~ decision to enter a market hinges on whether its 

pruduct can compete WIth those products already being sold in thc market If an existing vace-ine 

is represented 11;; sate and at ieast 95 percent efiCctiv~, IlS Merck haiS fahwly rep~~nted its 

vaccine to be, it would be economically irrational tor a potential competitor to bring a new 

mumps vacdne to the market 'unless it thought it could compete with the satety and efficacy of 

the exiSTing vaccme. No one would pure-hase it otherwise ~~ not !he govemment, nor health tmrc 

providers, nor consumers. 

13rt This is especially true for the federal government sillce its goal in purchasing 

vacdncs is to allocate its resources to reduce and elIminate disea~c to the fullest extent possibh:. 

Using an inferior VHCcllle would signitkantly undcnnine the overarching purpose of the 

government funded immuni7ation programs, It would specifically interfere with tile 

government's goal, albeit unrealistic- in light of Merck'" defective vaccine, of eradicating mumps 

by the end of the dt'cudc. 

C, Merck lias Maintained Its ~lonopoly By Foreclosing Competition 

139. Through its false representations ufthe mumps vaccine's efficacy rate, its efforts 

to conceal the signitis:anHy lower efficacy rate tlull the Protor..ol 007 teSting c.onfirmed, and its 

repeated vioiatlOns of the multiple dutie.'> ofdIsclosure it owes the government. Merck has 

iorcclosed potentia! competilorlS from emering the market with a new mumps vaccine, No 

manufacturer is going to sink the time, energy and rcscu~es into developing the vaccine for ~ale 

in the US, with the artificially high bar Mw;;k hM devised. 

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

given the four-dccade lock Merck has had on the market. 
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14!. But for Mcrck'~ fraud and other misconduct. (lne or morc competing 

manufacturers would havc entered this lucrative market ~~ with its guaranteed sales. of aJrn()$t 8 

million doses a year -- with a competing mumps vaccine. For example, GJaxoSmithKline, a 

manufa<;turer ofnumeruu$ FDA approved vaccmes, has an MMR vaccine, Priorix, that is widely 

sold in Europe, Canada, Australia and other markehl. Priorix is not licensed or sold in the U.S. 

142, By continuing to mhm::present an artificially high efficacy ratc, and engaging in 

all the misconduct 10 wnceal the diminished efficacy of its vaccine, Merck has foreclosed 

GlaxoSmithKlint~ and any oth.;:r manufacturer from entering the U.S. market for mump~ vaccine. 

So long as Merck continues tn engage in this misconduct, these manufaeturer$ Wi)] continue to 

be excluded from the US" market and ~1crck wnl retain its unchallenged monopoly with a 

vaccine that does not provide adequate immunization" 

D. Merck's Harm to Competitil)n and tbe Government 

143. !...ferck's misconduct has harmed competition by foreclosing other manufacturers 

from entering the U.S. market for mumps vaccine. Without such competltion, Merck has been 

able to maintain its monopoly in this market even though it is manufacturing and selling a sub

par valocinc" 'n the absence of this foreclosure, other manufacturers would have entered the 

market with a higher quality and/or cheaper vaccine. This competition, or the thrcal of such 

competition, would have forced Merck to respond by either selling its existing vaccine at a lower 

price or developing <1 octter vaccine" 

144, Merck's nllsconductlUl5 also harmed the government. It has caused the 

government to pay Merck hundreds ofmillions of dollars for a product that is not what Merck 

repregents It to be and not Wh..1t the government needs it to be. It has also deprived the 
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government of a competitive market for mumps v<lccine which would promote the development 

of new and better vaccines to impruvc the hcalth of all Americans. And perhaps most 

im[l(lrtantly, it has Slgt1ificantly undennined thc government's ct10rts to protect the public against 

a resurgence ofmumps, Outbreaks of the djscase have increased and threaten to continue and 

grow larger. And the original target date for eradicatiun of the disease has long since passed. 

TIm UNITED STATES' PAYMENT OF HUNPREDS OF 

MILLIONS OF DOLLARS FOR A VACCINE 


THAT DOES NOT PROVIDE ADEQVATE IMMUNIZATION 


145. Over the past decade, Merck's fraudulent scheme to misrepresent the efficacy of 

its mumps ,r?lecinc has cost the US. hundreds uf millions of dollars through the government's 

annual purchases of the vaCCine under the National Vaccine Program. Had Merck complied with 

the US. antitmst laws and with its mUltiple duties ofdisclosure and reported the diminished 

efficacy of its vaccine ~~ rather than engage 1n fraud and concealment ~- it would have affected 

(or certainly bad the potential to affect) the government's deciSion to purchase the vaccine. The 

government would have had the opportunity to consider numerous options. For MMRII this 

would include not purchasing the vaccine from Merck, paying less, requiring a labeling change, 

requiring additional testing, or prioritizing development and approval of a new vaccine (per the 

mandate of the National Vac-cin;.: Program). For l'roQuad this would include nul licensing the 

vaccine at all. 

l46. But :vfcrck did Jli,)l comply with these duties of disclosure or with Ihc antitrust 

laws. Instead, it tQ<)k pains to maintain its fraudulently inflated efficacy ratc and its monopoly 

grip on lhe market t.() it could foist on the govemment a vaccine tvithout sufficient immunizing 

effect. In other wOlds. over the past decade, through its 1)I.;hcmc of fraud and concealment, 
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Men:k has sold the govcrruncnt a vaccine that fi} is mislabeled, misbranded, adulteratctl and 

falsely ;;ertilicd; and (ii) uoe;s not comply with the FDA's labeling, reporting and testing 

requirements; with the CDCs reporting requirements; with the c-GMP standards requir<;.(.\ by the 

CDC contract and the FDA; and with the requirements of the National Vaccine Program to 

report any vaccine li-tilurc. 

147. Thc CDC plnys the critical role of making the gov~mrncnt's vaccine pUfcha!<illg 

decisions. It is fCb1'omihle for entering mto the contracts with the manufacturers, dcciding which 

vaccines to purchase, providing iniormation on safety and efficacy to heahh care providers and 

the public, and promoting the benefils of widespread immunization, The CDC purchases 

vaccines in batches of varying size throughnut the year for adntinistratioll to the public. As 

negotiated, Merck ships its vaccines 10 the CDC's dc:>ignated repositories. Merck thereafter 

submits a claim for payment whh:h the CDC 'iubsequently pays. 

148, The CDC arurually purcha.<;c-'i from Merck anywhere from roughly $60 million to 

$76 million of its MMRH vaccine, This comes from the following approximate calculation' 

4 million (annual number of D,S. births) 
X 

~ (childhood vaccination rate) 
X 

1 (number ofdoses per vaccinated t.:hjkl) 
X 

.52 (rate of vaccine spending attributed to CDC) 

X 


15 to 19.33 (dollnr price range ofMMRIl dose from 2000 1Q present) 


The mumps component of the MMRll vaccine represents about 40 percent of the- vaccine's total 

cost. 
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149. Smcc 2000, the CDC has thu::; paid Merck more than $700 million for its tvIMRH 

vaccine to be administered to children. These amounts likely underestimate the CDC's total 

purchases hecnuse t.hey do not account for purcha,c8 of ProQuud. which is significantly more 

expensive than MMRII. Mumpsvllx, or purchases ofaduJt doses. of Mumpsvax, MMRll and 

ProQuad, whIch Merck also sells (0 lhc CDC. Over this period, the U.S. hm; thcrctol~ paid more 

than three-quarters of a billion dollars for n mislabeled, misbrandeu, adulterated and falsely 

certifIed vaccine that does not provl{tc adequate immunization. 

CLAIM FOR RFLIEF 
(Merck's Violation oftbe False Claims Ad) 

150, Reia:.o(s reallege and incorporate by reference nil of the allegations !;let forth 

he.rein. 

151. This IS a claim for treble datrnlgcs and penalties under the false Claims Act, 3' 

U.S.C. § 3729, el .~f·q., as amended, 

152. As set forth above. in violation of 31 US.c. § 3729(a)(l), Merck knowingly 

presemed, or caused to be presented, to the United Stales government, false or fraudulent clllimS 

for payment or applUvaJ when It billed the government for iiS purcha"e:; ofa mumps vaccine 

that, among other things, (i) was signtficantly less effective than Merck represented it to be, (it} 

did not provide the product the government contracted to purchase, (iii) was mislabeled, 

mishmnded. adulterated and fal~dy certitied llnd (jv) was exclusively $upplicd to the government 

by Merck became of Mcrck's illegal monopolization of the mumps market. 

153. 1n addition, at least for conduct occurring on or after May 20,2009, Merd 

violateu 3 t U$.c. i 3729(a)(I)(A) (formally 31 U.8.C. § 3729(0)(1) as amended by the Fmud 
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Enforcement and Rocovery i\xt of 20(9) by knowingly presenting or causing: to he presented 

false or tl'audulent claims for payment or approval when Merck billed the government for its 

purchar;es of;) mumps vaccine that, among other things, (i) was significantly less effective than 

Mcrck represented il to be, (ii) did not provide the product the government contracted to 

purchase, (iii) was mislabeled, miRbmnded, adulll:nllcd and falsely certifietl and. {IV) was 

exclusively supplied to the government by Merck because of Merck's illegal mOl1opoJization (If 

the mumps market. 

154. As set furth above, in violation of J 1 U.S.C *3729(a)(2), ~·1erck also knowingly 

made, used, or caused to be made or used, false record" or statements to obtain payment or 

approval by the government of Merck's false or fraudulent claims tor purchases of its mumps

vaccine whell Merck, among others things: (i) failed lu disclose that its mumps vaccine was not 

as effC'ctiv~~ a~ Merck represented, (ii) used improper testing tecimiques, (iii) manipulated testing 

methodology. (iv) nbandoned undesirable test result:), (v) falsified test dat<!. (vi) t~il ted to 

adequately investigate and report the diminished efficacy of its mumps vaccine, (vii) falsely 

verified that each manufacturing lot of mumps vaccine would he as eftective as identified in the 

labeling, (viii) Hilscly certified the accuracy of applications filed wid1 the FDA, (ix) falsely 

(:crtified compHann: witl! the tenns of the CDC purchase contract. (x) engaged in the fraud and 

cuncealment described herem for the purpose of illegally monopolizing the U.S. market for 

mumps vaccine, (xi) mislabeled, misbranded and falsely certified its mumps vaccine. and (xii) 

engaged in the other acts descnbed herem to conceal the diminished efficacy in the vaccine the 

government was purchasing. Merck engaged in all of this misconduct to maintmn its monllpoly 
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oftne lJ.S. market for mumps vaccines and 10 secure continued payment by the government of 

Merck's false or fraudulent claims for its sa-lell of the mumps vaccine. 

155. In addition, at least for false or 1t<ludulent claims pending or made on or alter June 

7,2008. Merck vJolated 31 usc. § 3729{a)(1)(B) (formally 3 i US.c. § 3729(a)(2) as amended 

by the Fraud Enforcement amI Rewvery Act of 2009) when Merck knowingly made. llsed, or 

,~auscd to be made or used, fal1>e records or sfalemMts 1Th1terial to its raise or fraudulellt claims 

when Merck, among others things: 0) failed to disclose that its mumps vaccine was not as 

effective as Merck represented, (If) used improper testing techniques, (iii) manipulak:d testing 

methodology, (iv) abandoned undesirable test results, (Vj falsified testclata. (vi) faBed to 

adt:{luately investigate and report the diminished ..~fficacy of its nmmps vaccine, (vii) falsely 

verified that each manufacturing lot ofmumps vacdne wouJd be as effective as identified in the 

labeiing, (viii) falsely certified the accuracy of applil':ations. filed with the FDA, (IX) falsely 

certified cumpliance with the terms of the CDC pUJ'(;hasc contract, (x) engagetl in the fraud and 

wnccalment descnbed herein for the purpose of illegally monopolizing the l J.S, market for 

mumps vaccine, {xi) mislabeied, mlsbranded, and falsely certified its mumps vaccine, and (xii) 

engaged in the IJlhcr acts described herdn to conceal the diminished efficacy of the vaccine the 

government was purchasmg. 

156. These mise statements, record,." and data. and Merck's mUltiple 1.3ilure~ to comply 

with it.. various dmies ofrli5Closure, investigation, testing and r"'-"orting, were material to the 

government's purchases of nod payments [Of ~erck's vaccine, and the COC's long-standing 

recomn1endation to have tbe public vaccinated with Merck's mumps vaccine. This materiality is 

reflected iu' 
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• 	 Merck's cOflhactual and staiulory duties to disclose to the government all infilnnation 
regarding the safety and effieacy of its mumps vaccine; 

• 	 Merck's multiple .intentional violations (If Illese duties; 

• 	 The CDC's responsibility to ensure that.a11 vaccines manufactured and sold in the 
U.S. are safe and e-ffedivc; 

• 	 The FDA's- responsibility to ensure Ihat all vaccines manufactured and sold in Ihc 
U.S. are saf\~ and effective; 

• 	 The National Vaccine Program's rcsponsibillty to ensure that aU vaccincci 
manufactured Ilnd sold in the tLS. are safe and t:Jercctive; 

• 	 The CDC's responsibilily 10 provjde health care professionals and {he public with 
accurate and up~to-rlatc infonnation on the safety and efficacy of vaccines; 

• 	 Mer.:-k's deCtsion to conduct PRN I!.-'Sting: (If jts mump:; vaccine which would be 
reponed to the FDA; 

• 	 Merck's abandonment of the 1999 PRN methodology in favor ofa methodology that 
wQuld yield better results; 

• 	 :'vfcrck's improper use of animal antibodies in its "enhanced" PRN test to artificialty 
boost its seroconversion results; 

• 	 Merck's falsification of pre-positive test data to report the results it wanted using the 
ammal antibodic$ In it'> testing; 

• 	 The CDC's continued belief in the face of the 2006 outbreak that the-Ie \vas nothing 
wrong with Merck's vaccine and that it should continue to be used; 

• 	 The calt oy at least one CDC doctor for a new vaccine if the Merck vaccine was not 
{Iffcctive in preventing outhreaks; 

• 	 TIle prominent ptlblicatlcll1 of inac-curate mumps efficacy infonnation by the 
Immunization Action Coaiition 

• 	 Merck's cvnlinulOg efforts to improperly maintain its monopoly of the U.s, market 
fi/f mwnps vaccine through its false representation o[an inflated efficacy rate; and 
ultimately 
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• 	 Mcrck's own recognition that It would lo!>C its exclusive license 10 sell mumps 
vaccine if it did not measure and reporl at least a 95 percent scroconversion rate in the 
mUHl,ps efficacy lesting conducted in Krah's lab under Prulocol 0{)7, 

157, Each rcprc:scntation r,,1erck made to the governmf;"u! asserting that its mumps 

vaccine was at least 95 percent effective, including through its- pmduct package inseIil>, the 

reporting of its fabricated test results, amI otherwise. as described ahove, constituted a false 

statement or record Likewise. each invoke Merck submitted, or caused to be submitted, to the 

govtJrnmcnt il1r payment tbr tlle purchase of the vaccines. con~titnted a false or fraudulent claim 

for payment Relators cannol identify at this time all of the false claims for payment caused by 

~erck's unln wful conduct because they were submlUed a\ numerous times under vanous 

requesls between 2000 and the present. 

t 58. To the extent that the facts alleged in this Complaint have been previom,ly 

disclosed to the public or (he govemment in any fashion, Relators arc cach an "original source" 

of the infonnntion as defined in 31 (J.S.C, § 3730(c)(4). 

159, TIle United States government, the public, and the public treasury have been 

damaged by and continue to be damaged by Merck's fraudulent conduct. 

160. In addition. Merck's fraudulent conduct may be in violation of a 2008 Corporate 

Integrity Agreement that Merck entered into with the Office of In:;;pector General of the 

Department of Health and Human Servi,,'e-s. Merck entered into this. agreement as part nfits 

$CHlcmem wim the United States to resolve prior unrelated False Claims Act litig<ltion. As part 

of this agreement. Merck is obligated to promote its "products (including vaccines) that are 

reimbursed hy Federal health care programs" in compliance with Inc tedemi program 

requiremcHt'i. 
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PRAYER FOKRELIEF 


Wht':fcfore Rdator!'l requests the following relief: 


A. Tllill Merck cease and desist from violating 31 U.S.c. § 3729, el S;?q,~ 

n. That !he Court enter judgment against Mcruk in an amount equal to three times 

the damages suffered by the United States due to Merck's unlawful conduct; 

C Th<it the Court enter judgment against Men;k aSSc.'M5Ing fl civil penalty of no less 

than $5,500 and no mon~ than $11 ,OOH for each violation of 31 U.S.c, § 3729; 

D. ThaI Relators receive the maximum award allowed by 31 C.S.C § 3730(d); 

£1. That Rdatnfs be awarded all costs of this action, including attorneys' fees, costs, 

and expenses pursuant Lo 31 US.C § 3730(d}; 

F. That the- Court award pre and pnst~judgment jntere~.:t on any damages awarded to 

the United States or Relators; and 

G. That the Unhed States and Relators. be awarded all such other relief that the Court 

deems just and proper, 
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J!:RY DEMAND 

ReJa10rs berchy demand a trial by jury. 

Dated: April 2i, 2m 2 
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