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DURING AN INSPECTION OF YOUR FIRM [ OBSERVED;

1. The document extitled "Basic Policy for Protection of Human Research Subjects for The Great Lakes College of
Clinical Medicine is not a relevant and functional docurmznt in that it does not accurately and completely describe the
actual policies and procedures employed by the IRB in its review and approval/disapproval of proposed and ongoing
clinical research involving buman subjects. The documert is, in large part, no more than a compilanion of direct quotes
taken from Tite 21, Part 30 & 56 of the Code of Federal llegulations that contains the general requirements for the
compositicn, operation and responsibility of [nsurutonal Review Boards and the general requirements for Informed

Consent of Human Subjects. w4 A R A // o
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2. IRB members who have a conflicting interest in proposed research submitted to the IRB for review and approval ace
not always excluded from participanon in the deliberation and voting on the subject research. In at least no instances,
an IRB member having a conflicting interest in propesed research was allowed 10 take part in the deliberation and voting
on the research. For example. Dr, George Kindness, an IRB member, was actively involved in deliberarion and voting on
the research projects entited "Stimulated Autologous Imrnune Serum and Autslogous Tumor Vaccine in the treament of
Refractory Solid Tumors” (GAT) and "Multi-Centered Project #MO19: Investigational Proposal for the Study of AM-2",
In the case of GAT study, Dr. Kindness' laboratary (AmScor Medical Lavoratories, [nc.) manufactured the tumor
vaceines used in the study and in the case of the AM-2 study, Dr. Kindness' laboratery served as the testing laboratory
for the study undl 6/98. Dr. Kindness should have been excluded from deliberation and voting on these studies, however,
he made the n3\otion o apprave both studies and was including in the voting.
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3. Continuing review of approved research is 2ot always conducted at convened meetings of the IRB. In most cases,
updates/progress reports submirted by clinical investigators are not discussed at the IRB meetings. Copies of the
updatesiprogress reponts are distributed to the IRB members puior to the meetings, however, in most cases no discussion
and voting rakes place and no action (ie. reapprovaltermination) is taken. Likewise, the clinical investigators are not
norified of actions raken by the [RB, if any, as a result of the submirted progress reports. : o
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4. The provision for expedited review of propased research is not always appropriately applied by the IRB. For

cxample, on 12/22/97 a research project designed to evaluare the clinical relevance of heavy meral removal by Caléium
Disodium Etbylene Diamine Tema Acetic Acid in pediaric patients with ADD was approved using expedited review

procedures. . 3 .
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3. Review and approval of proposad research at convened nestings of the IRB is not afways performed with & majoriry
of the members present. For example, at the IRB mesting aeid on 5/1/98 only six (6) of the 16 members were eligible to
vote due to three (3) members being excluded for conflict of interest. Although the quorum requirements were met at the
beginning of the meeting with nine (9) of the 16 members present and eligible to vore, the quorum failed with the
sxclusion of the three ;) previously eligible members. Deizbc ration and voting was performed for the Muiti<Center
Clinical Registty on EDTA Chelation Therapy and Cardicvascular Disease. The rescarch received unanimous approval
by the (6) merabers present. Llkewise, at the IRB meeting heid on 5/7/99, a majority of the members (10 of 16) were
present at the beginning of the meeting. Two members wer: exzluded due to conflict of inrerest arnd left the room for
discussion and voting on revisions to the EDTA Registry. s a result, the rumber of eligible membzers was reduced to
eight (8) causing the ¢ quonum to fail. Nevertheless, deliberation and voting on the revisions proceeded. The revisions
received unanimous epprova! from the eight remaining members. Atthe IRB mecting held on 11/20/98 only eight (8) of
the 16 membess were present, Although a majoriry of the rr,c:'r:bcrs were not present at this meeting, research projaces

were reviewed and approved. ) - o
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6. Research projects not qualifving fgr i‘(pedxtcc review are not always reviewed and approved at convened meetings of
the IRB. In the casz of the prcjectyemztled 'Effects of Intrzvenous Secreuin Infusion in Autistic and Learrtng

Compromised Individuals" awd-EveluationoiheEifsct of ramarotherapemie-Technique-Enayme Potenticsd K m
Basensiization(EDR) for o Cansiderable Varery of NaessCanditionsliaznesucConditions study ma*enalgfvere
forwarded to the members and voting was accomplished by e2ch member faxing their vote w0 the IRB office. Bedt'dmm
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