
I L L .  

ARM1.941116.021c 
_.. . , ....'_ . .  

HSHK-CI (40-38a) 

MEMORANDUM FOR CPT Martin G. Radvany, Department of Radiology (AlTN: HSHK-OR), 
~ 

Tfipler AMC, HI 

SUBJECT: Approval to Initiate More Than MinIrnaf Risk Study 

I. Your clinical investigation project entitled "TAMC 27H93: 1jiln-CYT-103 as Dlagnostic 
Imaging Agent in the Preoperative Differentiation of Benign and Malignant Mammographic 
Abnormalities" has completed requrred revlew and is approved to start immediately. 

2. Your study has more than minimal risk, and the medical monitor assigned Is COL Mark 
Hansen, MC. He has the authority to require changes to your study or even suspension of 
your research to protect the safety of the volunteers. It is your responsibility to keep him 
continuously informed of the status of your work and In particular to immediately notify him of 
any sign or symptom suggesting adverse effect or increased risk of a vofunteer, whether or not 
that increased risk is thought to be due to the research. AII his recommendations and requests 
are to be complied without failure or delay; if you cannot comply, suspend all research on this 
protocol immedlately and notify me diredly. Once a safety measure is InsUtuted, it may not be 
dropped without review of the Human Use Committee and command decision. 

3. Should any of the volunteers experience signs or symptoms of adverse effects or illness, 
you must insure Immediate medical refeml to the appropriate Tfipler AMC health care team. 
You must dowment all such occurrences, whether or not caused by your research, and report 
them to the Human Use Committee. Your medical monitor will advise you whether or not that 
mport can wait for your annuaf review. 

4. You must report your study findings, Including number of patlents and adverse effects, to 
the Human Use Committee prior to one year from this date (or earlier If required to do so by 
the medical monitor). You must also report your study in the TAMC Annual Report of Clinical 
Investigation Activities. You will be given full Insttudions, including schedule of reports, from 
the C, Clinical InvestQation, 30 days prlor to any report suspense. 

* 

5. Your study and its documentation, including list of volunteers and copies of the volunteers' 
informed consent statements, are subject to lnspedion at any time by your chain of command 
and by such inspectors of official audit agendes as obtain prior consent from this command. 
You must maintain your records such as to facilitate such inspections. 

.- 

6. Any public presentations of publications of your work must receive prior clearance of this 
command. This includes academic lectures given outside TAMC, abstracts submitted to 
professional meetings, letters to the editor and press releases. 
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7, Your research study has been detelfnined to be of potential importance to the academlc 
and professional program of TripIer AMC. You are to glve all possible priority to its completion. 
Should any problem arise that jeopardizes the success of your research, notify the Chief, 
Clinical Investigation, at 433-8709. 

Chief, Department of 
Clinical lnvestlgatfon 
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