Appendix J

15. Claim of Exemption Form

PROTOCOL TITLE:

PRINCIPAL INVESTIGATOR'S NAME: PROPOSAL NO:

INSTITUTION:

1. Will existing or archived data, documents, medical records, or database records be
used? Yes

2. Will biological specimens (e.g., cells, tissues, blood) be used? Yes

3. Indicate below the sources of existing or archived data or biological specimens or cell
lines (e.g., cell lines purchased from ATCC).

4. Will the donors of the original biological specimens be able to be identified, directly or

indirectly, through identifiers linked to the donor? Yes
5. Will data be recorded in writing? Yes
6. Will data be recorded by audiotape? Yes
7. Will data be recorded by videotape? Yes
8. If survey instruments are used, will sensitive or private topics be explored? Yes
9. Will subjects be identifiable either by name or through demographic data? Yes

If the answer to any question 4-9 is yes, describe on a separate sheet of paper how the
confidentiality of a subject’sidentity will be maintained. Also describe plansfor
maintaining or destroying identifying links to subjects after the protocol has been
completed.

Principal Investigator’s Signature Date
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	Background:  Rapamycin is a clinically useful immunosuppressive agent that also displays potent but highly cell type-specific, antiproliferative activities against certain types of tumors, most notably prostate cancer (PCa).  A rapamycin analog, CCI-779
	Objective/Hypothesis:  The underlying hypothesis driving this project is that constitutive activation of the PI3K–AKT–mTOR pathway plays important roles in the growth, proliferation, apoptotic resistance, and metabolic adaptation of PCa cells.
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	“An adverse event temporarily related to participation in the study should be documented whether or not considered to be related to the test article.  This definition includes intercurrent illnesses and injuries and exacerbations of preexisting condition
	
	
	
	
	“Adverse experiences that are both serious and unexpected will be immediately reported by telephone to the USAMRMC, Deputy for Regulatory Compliance and Quality (301-619-2165) and send information by facsimile to 301-619-7803).  A written report will fol
	(1)   In addition to the above list of requirements to address in the protocol, include the following with the protocol submission:

	A medical monitor must be assigned to greater than minimal risk protocols.  The name and curriculum vitae of the medical monitor, who is someone other than the principal investigator, must be provided.  This individual should be a qualified physician who
	
	“It is the policy of USAMRMC that data sheets are to be completed on all volunteers

	Materiel Command Volunteer Registry Database.  The information to be entered

	Include in the protocol language to indicate that the Volunteer Registry Data Sheet must be completed.  (See Parts 8 and 17 of this appendix.)  In addition, include the completion of the data sheets in the study procedure timelines.  Once completed, the
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	504 Scott Street
	Fort Detrick, Maryland  21702-5012
	Describe the procedure for confidentiality of hardcopy data or electronic data in the protocol and consent form.

	A statement that participation is voluntary, that refusal to participate will involve no
	Phone: 	301-619-2165/2166
	Fort Detrick MD  21702-5012
	Protection of Human Subjects
	Use of Schedule I Controlled Drug Substances
	Phone: 		202-512-1800
	Web Site:		http://www.access.gpo.gov/su_docs
	Mail:			Superintendent of Documents
	P.O. Box 371954
	Pittsburgh, PA  15250-7954
	Phone:			703-605-6000; 800-553-NTIS
	E-mail:			orders@ntis.fedworld.gov
	Mail:			National Technical Information Service
	5285 Port Royal Road
	Springfield, VA  22161
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