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5. We have the fellowing comments regarding the
The web site contains the foliowing statement “The

description of the IRE,

GLECM wob site's

IRE has met Natienal Institutes of Health cuidelings.” This atatament s

misleacing in that as of March 8, 2000, your [RB

has not been graniec @ Multiple

Projects Assurancs, 3 Single Project Assurance, or a Cooperative Project

Assuranca by the Office for Protection From Researcn

ramove this statement from your web Slle.

Risks, =+ Pleass

5. We have the following commants and questions regarding the

February 25, 2000, meeting minutas that were &

rasponse dated March 17, 2000:
A Regarding study MOZ2, the minutes state

ubmitted with the IRE's

“this study was approved

@/20/97 and was placed on hoid for over one year." Meeting minutes
should provide sufficient background to explain the history in such
situations. ==+ Please axplain why the approvec study was placed on
hald, and describe the circumstances that have sinca changed o allow the

study to proceed.

[+

not invalve a medical device. Plecse refe

The IRB's uses of the term "significant risk” in referenca 1o studies that deo

¢ 1o the discussion in item 1

above regarding the writlen proceduras Saction w.q,z.

7. We have the fellowing commants regarding the IRE's review and approval
of the study entitled “induced Malaria as Therapy for HIV Infection,”

We strongly disagree that the IRE propenty considered the sclentfic merit of the

study and that the protocol minimized nisks o su

bjects concaming this stucy, as

exprassed in vou respansa letter dated March 17, 2000. for the following

regsons,

4 The protocal is Inadequata In that it does nat describe what testing is done
to scman the maladal parasite donors. The cirect injecion of blocd from 2
malara parasite denor into @ study subject would nat be permitted In the
LS. becausa cultured malaria parasiies are available. The IRB did not

revisw Information sbout how subjecs an
recruitad and screenad.

B.  Thestatament in the response lettar that

d malaria parasite doncrs are

“tha IRE’s approach {to this

study] was no different than If the research was conductec In the U.5.",
demonsirates that the [RB appears o lack the expertsa or experiencs o

ascertain the accepiabliity of proposed research in tarms of instituticnal

commitmants and regulatona, applicable
professional conduct and praciice.

law, and standards of
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C.  We reject your position that the IRB was able to consider [he community
aeiitudes of the Chinese population in which the research was lo be
conducied. Glven the great differencas between Chinese and Amarican
cultures, we do not accept that the GLCCM was eanable of understanding
Chinese attitudas about the research. This is one reasan, amang many,
that the acadsmic Institution In China that was associsted with the
resaarch, as refarenced In your response latler, should have obtained
govemmental and approval from a local IRE (or equivalent body).

D.  Although Dr. Heimlich's Feundation i apparanty underwriting this
research sudy, he has no responsibilities for subject screening, study

procedures, or evaluation of the subjects, and eppears 1o have no direct
supervisory rale aver the study. Dr. Heimiich is not obfigated 10 obtaln IRE

appeoval for his imited Involvement in this study, and, indeed, In this casa,
it was inappropriate for him 1o do so. :

E.  The IRB file for this stucy did not contain the Chinese transtation of the
orotocol or consant form. In general, when study subjects ars nan-English
speakers, the IRB must assure that the consent form lranslation is

accurabe.

F, Plazee describe the |RE's efforts to detarmine that this study had been
spprovad by the apprognate offica In tha MinisTy of Heaith and by the
local Institution(s) where the research was conducied.

The IRB should rescind approval of this study and defer the human subject
arotection responsitifites to the responsible Chinese autrorities. == Flease
orovide documentation that the IRB has Informed the Chineaea clinical
investigator of his respansibility 1o obtain the appropriate Chinese govemmeant
and local institulionz! approval for the ressarch.

The IRS remains under the following restrictions imposed on March §, 2000, in
accordance with 21 CFR 56.120(b){1) and (2):

® no new studies that are subject 10 Parls 50 and 56 of the FDA regulations are

to be epproved by your [RE, and
® no new subjects are to be admitied lo ongoing stucles that are subjeci fo 21

CFR Parts 50 and 56 until you have recefved riofification from this office that
adequete coreciions have bean made. '

L )
Thesa restrictions do not relieve the IRE of its respansitiiity for receiving and reading 1o
reports of unexpected and serious reacticns and routine progress reports from ongeing

siudies,



