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DEPARTMENT OF HEALTH AND HUMAN SERVICES 4

FOOD AND DRUG ADMINISTRATICN
[DISTRICT OFFICE AGDRESS AND PHONE NURBER ATE(S) OF INGFECTION
900 Madison Avenue 7/17,18,18,20,24, 8/3,16. 9/7/01
Baltimore, MD 21201 )
410-862-3396 1120913

NANEE AND TILE OF INDWIGUAL 7O WHOM REFORT 1S 18HUED
T0: CHI Vaw Oanc. 0.0 Lo (Vve: BDesn Sor Rese-reh

"FIRM NAME “ISTREET LT
Johns Hopkins Schoo! of Medicine, IRB 720 Rutland Avenue, Suite 36
[CITV, BTATE AND IP CODE I7VPE OF EBTA NT INSFECT
Baltimore, MD 21205 ] Institutional Review Committee
"CORING AN INSPECTION OF YOUR FIRM WE UBSEAVED: =’ '

1. Failure to prepare and maintain adequate docuraentation of minutes for fully convened IRB meetings
in sufficient detail for six (6) out of 21 meetings, occurring, on 1/9/00, 1/23/00, 2/ 13/00, 3/13/00,
3/27/00, and 4/10/00.

2. Failure to prepare and maintain adequate documentation of IRB minutes in sufficient detail to
determine if an IRB member, who bz 4 = coufli irg mnterest in a project, participated in the initial
review ar voting for his project. For example, RPN #00-11-07-02 was approved by the fully convened
IRB on 12/12/00. A co-investigator in that study, *vh» v/ also an IRB member, was documented as
being present at this meeting. There was no indica:isu tha! this member did not participate in the
initial review or voting,

3. Failure to follow written precedures io: zonducting t-e initiai review of research. IRB guideline "IV.
A. Full Board/Committee Review,” providzs ih:at th2 pro:acol application packet, including the
proposed consent document, will be distributed to all IRB members for review and comment. The
procedure then requires that "significant issues, comments or questions® regarding the protocols be
sent to the subcommittee arnd thex: for. axded to *he investigator in writing for a response, priar to the
fully convened IRB meeting. Sc:ue, but iz, 2l eommers or questions were forwarded to the
investigator. For example:

A. Study RPN #00-11-07-2

(1) One (1) IRB member questioned in writing about tne “sample size reasoning/calculation.”
This same IRB membe. suramcntey 1 wiidng about including children in the study given
SENAANER, T.cre wves no ducumentation to show that these concerns

the low risk of § A
were sent to the clinicai in1estigetor iz writing for a response,

B. Study RPN #99-03-19.07

(1) One (1) IRB member gu:s.ioaeé in wilang, " why start this study before the results of
GOG [Gynecologic Oncclugy Group, #1857 [another trial using different cycles of the
study drug] are kaowi?” There was no docuinentation to show that this concern was sent
to the clinical investigato: in writing for a response.
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DUNING AN INGPECTION OF YOUR FIRM WE ONSE 1D,

4. Failure to review research at fully convened IRD ineetings at which a majority of IRB members are
present, in that reviews are conducted by individual IRB members and/or in subcommittees at which
only a minority of the [IRB membership is present. Multiple studies, approved by the subcommittee,
are approved by block vote at fully convened meetings o:"the IRB. The meeting minutes do not
always document that the IRB discusced, considered, or aetermined whether the various issues,
comments and questions raised by individual members were addressed or resolved. For example,

A. Study RPN #00-11-07-02

(1) On 11/10/00, one (1) IRB member documented that the “language could be simplified in
the risk section.” At the final subcornunittee meeting on 12/11/00, the Pharmacy and
Therapeutics Committee (P&TC) member documented that although the proposed consent
document was changed, it was stil] tco technical and not in lay terms, especially regarding
risks. When the IRB convened on 12/12/00, i approved 26 protocols by a single block
vote, but only (3) of these pmtorols were discassed. The P&TC member was not present,
this protocol was not discrssed, and there was no documentation in the written minutes or
in the audio tapes to show that this issuc was resolved.

5. Failure to require that information given to subjects as part of the informed consent minimizes the
possibility of undue influence. e consent docurnent emphasiteds Hhe exporine nature
of Feb arhcles /arowd\-oL o tRe wudpeF (1) at oA cost.  For exsmple l'l/w\pv
On 4/14/98, the fully convenn IRB reviewed and approved the consent form for RPN# 97-02-03-
04. The consent form provided urder “Benefits” that “vou will receive treatment with an

AR v/h:ch wili be previded at ro cost to you or your insurer (standard cost
SRR or MRGIETERR. waicii is 2iso expensive.”
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