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-q BUMED INSTRUCTION 6710.119 

x From: Chief, Bureau of Medicine and Surgery 
\ To: Naval Hospitals 

' - 4  Subj: I~+vestigational drugs; guidelines for handling 
*. -\ 

Ref: (a) MANMED arts, 1-11 and 1-12 

1. Purpose. To provide guidelines for the safe handling of in- 
. vestigational drugs, and to minimize the chance for misadventure 
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-<. in their use. 

2. Definition. Investigational drugs are those new drugs, in- 
cluding vaccines and biologicals, not released for general use and 
not cleared for sale in interstate commerce by the Federal Food 
and Drug Administration. 

3. 
of Principles Involved in the Handling of Investigational Drugs. 
The Statement was approved by the American Hospital Association, 
the American Society of Hospital Pharmacists, and the American 
Nurses Association. 
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v Statement of Principles. Following is a resume of a Statement 

a. Since hospitals are the primary centers for clinical inves- 
tigation of new drugs, the hospitals and the medical staffs have 
an obligation to their patients to see that proper usage procedures 
are established. 
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b. Investigational drugs should be used only under the direct 
supervision of the principle staff investigator, who should assume 
the burden of securing the necessary consent and assuring that such 
investigations are performed in strict compliance with Part 130.3 of 
the New Drug Regulation under the Federal Food Drug and Cosmetic Act, 

other privileged information to any other agency or to any sponsor 
and use of case numbers or other coding is preferable. 
MMD is applicable. (In all cases, BUMED approval for the use of 
investigational drugs must be obtained as provided by reference (a). 
In urgent cases, BUMED authorization may be obtained by telephone 
or wire, ATTN: Director, Professional Division, Area Code 202, 
Oxford 6-1280, during normal working hours or BUMED Duty Officer, 
Area Code 202, Oxford 6-2063, outside normal working hours. 
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:c Consent of the patient will be required also to release the name or L, 
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c o n s i s t e n t  w i t h  adequate  safeguard  f o r  t h e  p a t i e n t .  
C. The h o s p i t a l  should do a l l  i n  i t s  power t o  f o s t e r  r e sea rch  

d ,  Nurses who admin i s t e r  i n v e s t i g a t i o n a l  drugs should be pro- 
v ided  w i t h  such b a s i c  in format ion  as dosage forms, s t r e n g t h s  ava i l a l  
a c t i o n s  and u s e s ,  s i d e  e f f e c t s ,  and symptoms of t o x i c i t y .  

e, The h o s p i t a l  should e s t a b l i s h  a c e n t r a l  l o c a t i o n  t o  main- 
t a i n  and make a v a i l a b l e  e s s e n t i a l  in format ion  on the  drugs,  

f .  The pharmacy s e r v i c e  should s t o r e  t h e  drugs and provide 
f o r  t h e i r  proper  l a b e l i n g  and d i spens ing  i n  accord w i t h  the  
i n v e s t i g a t o r ' s  writ ten  o rde r s .  

4. Guide l ine  Procedures.  The fo l lowing  procedures  should be 
adopted f o r  t he  c o n t r o l  and use  of i n v e s t i g a t i o n a l  drugs,  w i th  
any mod i f i ca t ions  necessary  t o  meet the  i n d i v i d u a l  needs of t h e  
ho s p  i ta 1 : 

a,  
and t h e r a p e u t i c s  committee o r  a c l i n i c a l  r e s e a r c h  committee p r i o r  
t o  submission t o  BUMED f o r  f i n a l  approval .  

L .  

Requests f o r  u s e  of t he  drugs s h a l l  be approved by a p h a m c  

b, The drugs s h a l l  be shipped d i r e c t l y  from the  manufacturer ,  
i n  t h e  name of t he  i n v e s t i g a t o r ,  to  the  pharmacy, t o  a s s u r e  s a f e -  
keeping under proper  s t o r a g e  and f o r  r eco rd  procedures .  

c, Upon r e c e i p t ,  t h e  pharmacy s t a f f ,  w i th  t h e  a s s i s t a n c e  of 
t h e  i n v e s t i g a t o r ,  s h a l l  p repare  a NAVMED 1448, I n v e s t i g a t i o n a l  
Drug Data Record, 

d, The pharmacy s h a l l  a t t a c h  t o  each con ta ine r  a d i s t i n c t i v e  
labe l  ( co lo r  o r  shape) con ta in ing  the  s t a t emen t  " I n v e s t i g a t i o n a l  
Drug - Not f o r  General Use" and the  name of the  drug (or i f  a code 
number i s  used,  then the  pharmacological c l a s s i f i c a t i o n ;  f o r  examplt 
"Analgesic Drug" or "Antihis taminic  Drug") , 

e, The pharmacy a h a l l  a l l o c a t e  a separate locked area f o r  t h e  
e x c l u s i v e  s t o r a g e  of t h e  drugs. 

f .  The p r i n c i p a l  i n v e s t i g a t o r ,  or any au tho r i zed  doc tor  des ig-  
na t ed  by him, s h a l l  r e q u e s t  t he  drug from the  pharmacy by means of 
a p r e s c r i p t i o n  form. 

g. The p r e s c r i p t i o n s  s h a l l  be kep t  i n  a s e p a r a t e  f i l e ,  numberec 
consecu t ive ly ,  and the  number p re f ixed  by "ID", 
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h. A s e p a r a t e  NAVMED 1449, I n v e s t i g a t i o n a l  Drug Inven to ry  and 
P r e s c r i p t i o n  Record, s h a l l  be maintained i n  the  pharmacy f o r  each 
drug. Th i s  provides  a p e r p e t u a l  pharmacy inventory and serves as 
a r eady  r e f e r e n c e  of a l l  p a t i e n t s  r e c e i v i n g  the  drug. 

i. When the  drug i s  d e l i v e r e d  t o  the  ward, a completed copy 
of t h e  NAVMED 1448, I n v e s t i g a t i o n a l  Drug Data Record, and a NAVMED 
1398, Narco t i c  and Con t ro l l ed  Drug Data Record, s h a l l  be d e l i v e r e d  
t o  t h e  ward n u r s e  and a r e c e i p t  s h a l l  be obtained. This w i l l  a s s u r e  
s t r i c t  a c c o u n t a b i l i t y  and a p e r p e t u a l  inventory f o r  ala drugs on 
the  wards. Nursing personnel  s h a l l  be r e s p o n s i b l e  f o r  r e t u r n i n g  
unused drugs and t h e  completed NAVMED 1398 t o  the pharmacy and f o r  
i n i t i a t i n g  r e q u e s t s  f o r  a d d i t i o n a l  s u p p l i e s  of t h e  drug from t h e  
pharmacy. 

j. The pharmacy s h a l l  d i spose  of (by r e t u r n  t o  the  manufacturer  
or by d e s t r u c t i o n ,  as most f e a s i b l e )  a l l  drugs no longer  i n  u s e  
o r  f o r  which f u t u r e  u s e  i s  n o t  a n t i c i p a t e d .  

k. I f  "double b l i n d "  s t u d i e s  are u t i l i z e d ,  t he  p l a c e  f o r  t he  
code s h a l l  be i n  the  pharmacy. 

5 .  A v a i l a b i l i t y  of Forms. An i n i t i a l  supply of NAVMED forms 1448 
and 1449 w i l l  be provided under s e p a r a t e  cover. Add i t iona l  c o p i e s ,  

F when r e q u i r e d ,  may be ob ta ined  from BUMED (Code 3113). 

/ *  E, C ,  KENNEY 

copy to:  
CINCLANTFLT 
C INCPACF LT 
DMOSdLRCMOS 
FPSO 
NATNAVMEDCEN 
NAVAVNMEDCEN may be  ob ta ined  from: 
NAVMEDADMINU 
NDsacs Code 514.25) 
s EAF RONS Washington, D. C. 20390 
NAVMEDRSCHINST 
NAVMEDRSCHU 1,2,3,4 
NAVMEDFLDRSCHLAB CAMLEJ 

Addit ional  cop ie s  of t h i s  Directive 

Supply Dept., NAVSTA (WASH. NAVYD ANNEX, 
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