KALSER FOUNDATIQR:
RLSLARCH INSTITUTIE -

February 25, 2004

Wark Geter, MDD -
Principal Investigator
The Genenic Centers of Amerita

14 Redgate Court N
Silver Springs, Marylind 20905

Re: A Series of Studies to Anialyze the Vaceine Safcty Database (V5D)
D{:ur Dr. Geier:

On February 19, 2004, the I{mser Permanente Northern California (KPNC) Instinational Review
Board (IRB) su spendﬂd your research project pending the following;

» Submission of 1 response frt:-m vou 1o the attachied letter, which the Ceriters for Disease
Cﬂnirﬂl and Prevention (CDC) recently sent to the IRE netifying it of reports received
- from the technieal monitors Wht} accompanted yﬂu o visits 1o the CDC Research Dm:a

Center (RIXC).

Please note: the IRB views with great concern the repurtecl 1ttempt to breach confl d;:nuahqr and
yOUr arempts to merge data und conduct analyses which were not in accord with CDC procedures.

Also note: as a result of this suspension, you and your co-investizator are ]ﬂﬂhlbltﬂd nfl
notified otherwise, from.accessing VSD chta detived from Colorado Kaiser Pérmanente and
¢ Nnrthem Cahfanun Kmaer Permanmtﬂ

L 'Ff:du. al regu.laﬂc:-m .’?md KPNC IRB pﬂhc}f prmhlblt the Cﬁndut:t of research th.:ﬂ: has beenr
- suspended by the IRB. The TRB is required to report, and will pmccc::i to ru-.,port the'sus pmbmn of

this study to the CDC and Kaiser Permanente msmuunml n[f:cmla
The fnll-::nwmg actions. a.re_-requu-'ed:

o Youmust Lrnmedmtely cease all aclivilies whwh mvolve Kaiser PErmanente ciat.l as is-
_ required by federal regulations :~1t1d KPNC IRB pcnhcy | |
v - You must inform the IRB of any research-related m:trmty cmmnucd bc}mnd thls aotific cation
-~ of study suspension, prcmdmg the reason(s} for continuation. -

s  Youmust prque written notification of study: suspension and rht:: rcqulrcd cessation of all
research activities to the co- :Lnd sub investigators, if any, participatinyg 1o this. researcls
" within five business days- f:.rf rm.uvmg this notification.
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The IRB requires that you provide your response to the CDC's letter to KFRI viz e-mail to KPNG
IRB-on Lotus Notes, or KPNC.IRB@kp.org, or by 1U.S. mail by noon on March 8, 2004, for review
at the March 18, 2004 IRB meeting.

Sincerely, |

i Prutiean, PhD, RIN
KPNC IRB Administrator

Armida Ayala, PhD
[EB Administrator
Kaiser Permanente Sﬂulh&m Cahfﬂrmﬂ
Steve Black, MD
Co-Principil Investigator -
CDC Vaccine Safery Datalink Project
Kuser Pesrianente Northern California
Krnistina Borror
Dl.l‘t'L!.Dr of Gump].m.m.{_
Office. :::f Human Research Protections
‘Erie France, MD
Pﬂnmpal Invcsugamr
CDC Vaccine Safety Datalink Projeet.
Kaiser Permanente Colorado
Dravid Geier
Co-Investigator
IRB Admimstrator
Kaser Permanente Northwest
Jared Rowe; PharmD
IRR Adminustrator
Kaiser Permanerite Colotado
Nancy King, MPH, MEd
Vice President — Kaiser Permianents
Director — Kaiser anldauc-n Research Instiiute
Jeanne Santoh, MDD, -
Acting. Asmual.ﬂ Du‘ﬂcmi‘ for Seience
Natonal Immunization Progran:
Ceénrers: for Disease Control and Prevention
Henry Shinefield, MD
Co-Principal Ixm:mgamr
CDC Vaccine Safety Datahnk Project
Kaiser Permanente Northern California
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Febmary 13, 2004

Leigh Prunicaw, Ph.D., R. N.
IRB Admipistratol | |
- Northern Califorma Kaiset Permanentc
1800 Harrison Street
| GL'.‘-_F.]Q{)]' | o
Oakland, Califorpia. 943162

RE: Protocol # CN-03MGeie-01-H
Dear Dr. Pruncau’

My nff' ice in the National Immumzatmn Program has mferswhl re:;punm hﬂuv inr ]RB 15QLES"
related to research sponsored by the National Imimunization Program. This letter is to. mfarm yuu
that my olfice has reccived reports from the technical monitors that dccmnpdﬂlﬂd Dr. Matk Geler
and Mr. David Geler on their Octaber 2003 and January 2004 VISIts fo thiz Ceriters for chase
Control and Prevention’s (CDC) Reoscarch Data Center (RD(‘ )in Hy.aqullﬁ: M:aryldnd These
investl gators wc:rﬂ appmvcd bv your In qtltutlnm;] Revlew Bﬂard 10 ¢onduct ﬂnaiyscs e our RDC
These reports d;,,sc:rtba potential brcauhﬁ.a in eonfl dcntlaitt}* ﬂnd gxecubicn ,;;.f' ﬂﬂdiyﬁeﬁ that were:
not approved in advance. ‘Below:is a synopsis. of the kuy issucs on thesc. m'ﬂ lopics;

From the October 9-19, 2003 Visit 10.ihe ROC

Protocol jssues:
‘The approved analysis was to answer the following questions:

1. Does accllular DTaP increase:the risk for-acote ‘adverse event (list of 15¥ within 30 days
| fnllnwmg uﬂcﬂmﬂtmn"’
2. Does acellular DTaP increase the iisk of chrome adverse cvent. (same list: of 15 within .}

year {ollowing vaccination?

Instead, thr: Cisters: ::nmp.dred aunsm mtcs i) those rcccwmu 100'mg of thimierosa) from DTaP 10
those receiving zero myg from DTaP..

Sromthe January 2030, 2004 Vst o the RIC

Prolocal Igsuey

The rescarchers asked how to merge datasels across studics 10 create a composite data filc, Thcy
were told the files were not.set upy f‘ur such & merger and that such 2 merger wits nol parl f:-f the -
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approved. analysis, Nevertheless, the rescarchers.ran a program: which atiempted to-merge
datascts, and the visit ended with & cancctlanon ofa SAS program-that had been running for
mote than 45 minutes and was sitended to have miore than & niillion records in-it (aceording.to

the programmer).

Conf; dential iy €. nﬁce_rn 8

By attempting to merge data files, thie researchers-would have created miore complcic miedical
‘récords on subjects, and 1156, could have ificreased thie risk ol u bredch of confi dcntmin}*

External researchers are provided with a copy of their SAS programs at the conclusion of their
visit to the RDC. On this oceaston, the external researchiers attempted rénaming data files with
the **.sas™ extcnsion teserved for program files. Fhis would have allowed the external
researchers 1o removce data files from the RDC;-contrary to the rules of the RDC. The violation'
was detected and only the cnrren:t ﬁles were ultimalely I'L]LdEGd The pro erymmer stated that the

files were created by mistake,

(1 summary, during the first visit the rescarchers cﬂnducled unapproved, analyscs on their.
datasets and on the secmnd visit attempted to carry oul undppmved analyses but-did. nnt complete
his attempt. This analysis, had it been completed. could have increased the risk-ofa
confidentiality breach, Before leaving, the researchers renamed files for removal which were not
allowed to be removed. Had it gone undetected, this would have constituted a breach of the nles.

about confidentiality.

 Please noe, | ave sent copies-of this lewer:to-Dr. Jared Rowe, IRB Adminiktrator at Kaiser
Permanente Colorado and Dr: Eric France, Principal Investigator for CDC’s Vacoric Safcly
_Dﬂﬁlmk ijucl at: Kmsf:r PLI‘I‘HJIIGI'LIL Cﬂlﬂrﬂdﬂ as wc]l as Dr Stcve Hlac:t\ and Dr l-lcnnf

(. ahfmmm Kmer Penmnente I have alsn scnt copics.of tlns léiter to- K.nstmn Etﬂrmr Durtsctnr
of Cﬂl‘!‘lpl]:—ll’lcﬂ at-the Office of Human Rescarch Protéctions. l was not-able o scndia copy 1o the
sponsor 6f (his rescarch-as we ‘could riol identify the sponsor.

Please infortm us of actions; if any, you take m regard 1o these multars

G

Jared Rowe, Pharm.T}.

Exic France, M. D*, M.S. P.H,
‘Steve Blaek, M.D.

Henry Shmcﬂc:ld M. D
Knstina Barrur

Dixie Snider; M D.MPH.

Ann Dellinger, Po.D.,; M.P. H.

Sincerely,

Oy sene 1 Gt
o

Jeanne Santoli, M.D..
Acting Associate Director For Science
National Trnmunization Program

Centers for Diseast Cnntml dﬂd Prevention



