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April 25, 2000

L. Teery Chappeil. M.D.
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Great Lakes College of Clinical Mediciac
Institutional Review Board
i22 Thurman Stree!
Bluffion, OH 45817

Dear Dr. Chappell.
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In response to your letter of April 19, 2000 regarcing GLCCM IRB and its approval of

our project “Heimlich Muneuver for Asthma." ihe following bas been done:

1. Enrollment in this proicc has been suspended vntil the FDA has lifted your

restricrions.

2. We spoxe 0 Barry Poole, Supervisor of Consumer Safocy, of tac FDA’s Drug
Information Center on April 25. 2000. He has advised us thar we do not need an
IDE or an INT for the asthma project since it does not involve a drug or a devics.
Fuarthermore, he was of the opinion that this project wotld aot be under FDA
jurisdiction because it is not a drug or a device. We have asked for a letter
confirming this and wiil forward a copy of this when we receive it

3. Attacked is a copy of the latest consent form. If this s inadeguate. please let us
know so thar we can rmake the appropriate changes.

4. We have not solicited enrollment into this project throegin advertiscment or
announcsment. THis project is described briefly on our web site

{ www heimiichinstitute.org ); however, n¢ mention is made of CLCCM IRB
approval. Atiacaed is a copy of the pertinent material from the web site.

Again, please note that this project is most likely not under FDA jurisdiction:
consequently, it wouid seem that the GLCCM IRB would not be bound by FDA stricteres

in this pacticular case.
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