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MEMORANDUM FOR COL Jeffrey L.  Berenberg, Department o f  Medicine, 
Hematology-Oncology Service (ATTN: HSHK-DMO) , 

SUBJECT: Approval 

1. Your clinical 

-~ 
Tripler AMC, HI 

to Initiate More Than Minima 

nvestigation projects 1 i s t e d  
review and are approved to start immediately. 

Risk Stud 

below have 

e:; 

completed required 

L (a ) -  6 .  9015(9$): A Randomized Trial of Post-operatkve Chemotherapy 
CompareJto Surgery Alone for Patients with Operable Nan-small Cell Carcinoma 
o f  the lung, Phase111 

(b) SWOG 9108(93): A Phase I11 Comparlson of Fludarabine Phosphate vs 
Chlorambucil v s  Fludarabin Phosphate + Chlorambucil in Previously Untreated 8- 
cell Chronic Lymphocytic Leukemia 

2. Your studies have more than minimal risk, and the medical monitor assigned 
is LTC P h i l l p  Bruno, MC. 
studies or even suspenslon o f  your research to protect the safety o f  the 
volunteers. I t  i s  your responsibility to keep him continuously informed of 
the status o f  your work and in particular to immediately notify him of any 
sign or symptom suggesting adverse effect or increased risk o f  a volunteer, 
whether or not that  Increased r i s k  is thought to be due to the research. All 
h i s  recommendations and requests are to be complied without failure or delay; 
i f  you cannot comply, suspend a17 research on this protocol immediately arid 
notify me directly. Once a safety measure is Instituted, I t  may not be 
dropped without review of the Human Use Commlttee and command decision. 

3. Should any o f  the volunteers experience signs or symptoms o f  adverse 
effects or illness, you must insure immediate medical referral to the 
appropriate Tripler AMC health care team. You must document. a l l  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  
report can W a l t  for your annual revlew. e .  

\ 

He has the authority to require changes to your 

- 

- 9  

4. 
adverse effects, to t h e  Human Use Committed prior to one yeirr from this date 
(or earlier i f  required to do so by the medkal monitor). You must a l so  
report your study in the TAMC Annual Report of Clinical Investigation 
Activities. You will be given full instructions, including schedule of  
reports, f rom the C, Clinical Investigation, 30 days prior t o  any report 
suspense. 

You must report your study findings, including number o f  patients and 
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5. 
o f  the volunteers' informed consent statements, are subject i o  inspection at 
any time by your chain o f  command and by such inspectors o f  o f f i c i a l  audit 
agencies as obtain prior consent from t h l s  command. 
records such as to facilitate such inspectlons. 

6. 
clearance o f  t h i s  conunand. 
TAMC, abstracts subm'ltted to professional meetings, le t tePs t o  the editor and 
press re1 eases. 

7. 
the academic and professional  program of Trlpler AMC. 
possible priority t o  i t s  completion. Should any problem arise  t h a t  
jeopardizes the success o f  your research,, notify the  Ch ie f ,  Clinical 
Investigation a t  433-6709. 

Your study and i t s  documentation, including list o f  vo lunteers  and copies 

You must m a i n t a i n  your 

Any public presentations or publications o f  your work must receive p r i o r  
This  includes academic lectuces given outside 

Your research study has been determined t o  be o f  potentllal importance t o  
You are to g i v e  all 

CHARLES C. 30 
Colonel, MC 
Deputy Commander 

for C1 lnical Services 
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