
me next meeting of the Human Studies Review Committee W i l l  be held 

September 11, 1974, at  1:30 P.M. i n  the H-DO Conference Room. 
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. 
Meeting of the  Human Studies Review Committee 

August 13, 1974 1:30 pm 

Committee Members Present 
Robert S. Grier M.D. Chairman 
Rosemary H. Griffiths 
Paul L. Flynn 14. D. 
Donald F. Petersen 
David Law, M.D. UNM Medical School 
Hary F. Schulte, Secretary 

Committee Members Absent 
None 

Others Present 
Richard F. Taschek, Dir. Off. 
George L. voelz, H-DO 
Edward A. Knapp, MP-3 

The meeting opened with a discussion of the letter of May 24, 1 9 7 4 ,  
Xligerman to Voelz. It was noted that the protocols referred to in 
the fourth paragraph have not, in fact, been'approved as yet by the 
UNM Human Research Review Committee. 
cussion of the division of responsibility between LASL and UNM for 
the radiobiology studies to be done this calendar year. A.=ccrZbng 
to Knapp, LASL will be responsible for handling the equipment, en-  
abling it to deliver a dose as requested. LASL w i l l  check the de- 
livery dose w i t h  their own equipment. The UNM representative will 
then check t h i s  calibration with their equipment. 
prefers to have UNM control the beam and dose by turning it on and 
off .  
maintain the machine and have an independent check on the dosage. 
UNM schould have a high l e v e l  physicist present but they do not 
have one at present. 

sible for the  patient's care during his stay in Los A l m o s ,  e.g. 
for medical care for disorders not related to treatment. 
tocol is not clear on t h i s  point. 

This was followed by a d i s -  

MP Division 

LASL, then, will This cannot actually be done at present. 

The next question discussed was regarding who was t o  be respon- 

The pro- 
Other questions raised were those 
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of what t h e  p a t i e n t  w i l l  do between t r ea tmen t s ,  p r o v i s i o n  f o r  r e l -  
a t i v e s  and t r a n s p o r t a t i o n .  There must be an  a t t e n d i n g  phys ic ian  
(and a l t e r n a t e )  at LAMC. A s o r t  of " s o c i a l  chairman" may be neces- 
sa ry .  Pe te rsen  answered most of t h e s e  ques t ions .  C l i n i c a l  respon- 
s i b i l i t y  resides p r i m a r i l y  w i t h  Kligerman. During t r ea tmen t  t h e  
p a t i e n t  w i l l  be a t  LAMC and a r e l a t i v e  o r  o t h e r  a t t e n d i n g  person 
can  share t h e  room a t  LAMC. 
e n t  can s t a y  i n  a nearby apartment pa id  for by t h e  project. T h e r e  
w i l l  be an a t t e n d i n g  n u r s e  coopera t ing  with t h e  r e l a t i v e  a t t e n d e n t  
f o r  t h e  "wel fare"  r e s p o n s i b i l i t y  of t h e  p a t i e n t .  S o c i a l  a c t i v i t i e s  
and  t r a n s p o r t a t i o n  have n o t  y e t  been considered. P a t i e n t s  will be 
fed a t  t h e  h o s p i t a l .  

Dr. Oakes may do t hese .  
i n su rance  whether  D r .  Oakes w i l l  be a c t i n g  as a LASL employee o r  as 
and independent  c o n t r a c t  phys ic ian .  

paragraph  2 )  have n o t  been accomplished as y e t  and will n o t  be done 
i n  t i m e  f o r  t h e  first tests. 
the i nc idence  o f  s t r a y  neut ro lshave  n o t  been measured. 

RBE of t h e  skin. 

t a i n e d  from t h e  Gallup Ind ian  Hospital. 

l a c k  of any in fo rma t ion  in t h e  protocol on animal  s t u d i e s  for  pion 

A t  o t h e r  times t h e  p a t i e n t  and a t tend-  

B iops i e s  w i l l  be handled t h r o u g h . t h e  h o s p i t a l  f a c i l i t i e s  and 
The ques t ion  was raised wi th  r e f e r e n c e  t o  

The protocol i t s e l f  was then  d i scussed .  Some items (page 3 

Also t h e  composition of t h e  beam and 

The primary o b j e c t i v e  o f  t h e s e  e a r l y  tests i s  t o  determine t h e  
A t  p r e s e n t  it is proposed t o  do t h e  comparison X-ray 

. t r e a t m e n t  a t  the W F  by MP us ing  a 15 yea r  o l d  machine to be ob- 

Dr. Law said t h a t  t h e  UNM Committee was concerned about t h e  

-effects. 
. i s  being ob ta ined .  

Some of thio is available and t h e  beam composition data 
- .  

The consent  form was next  d iscussed .  The committee approved it 
unanimously provided the l a s t  l i n e  i s  removed from t h e  f irst  para- 
-graph under  " P a t i e n t  C o s t s "  on p. 3. 

P e t e r s o n  w i l l  ask Kligerman t o  p repa re  a n  updated p r o t o c o l  
in view of  changes in in format ion  available and new schedules .  
- -  m e n  t h i s  is a v a i l a b l e  it w i l l  be cons idered  by t h i s  committee. 

. -  - -  The meeting w a s  adjourned a t  5:OO'pm. 
_ _ _  . - - - -. . - - - . .  . . .  _ _ _ - -  ~ . 
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OFFICE MEMORANDUM 
- . p.. S. Grier, M.D.,  H-2 Group Leader DbTE: J u l y  1 6 ,  1 5 7 4  

d - P - P Z '  - REQUEST FOR llUMAN STUDIES COMMITTEE REVIE>I OF THE USE OF 

S ' d * > z : -  . 
XEGATIVE PI I E S U N S  IN HUMANS 

I have i nc luded  a copy of the material receive2 from 
D r .  Kligerman on h i s  p roposa l  to  e v a l u a t e  t h e  radio- 
b i o l o g i c a l  e f f e c t s  of  n e g a t i v e  p i  mesons on skin and 
s u p e r f i c i a l  metastatic nodules .  
do this i n  August I would u rge  t h a t  a meet ing of t h e  
Human S t u d i e s  Cornittee be organ ized  for  an  opinion ca 
t h i s  s t u d y  and at l e a s t  a pre l imina ry  d i s c u s s i o n  on the 
other protocols f o r  phase 111, C l i n i c a l  T r i a l s ,  which 
I forwarded earlier. 

S i n c e  ha p roposes  t o  

GLV/mj t 

Encl: Protocol for Human Radiobiology St2d ies  of P i  
Meson Radia t ion  Therapy at UNM/LASL, "Evaluati3n 
of Rndiobio lo3ica l  E f f e c t s  of Kegatitre Pi blesczs 
on Skin and S u p e r f i c i a l  M e t a s t a t i c  Nodules of 
the Sltin and C e r v i c a l  Lymph Nodes". 

, 
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July 11, 1974 

.. 
Laboratory t 

George Voelz, MOD. 
Director, Health Research 
Los A l m o s  Scientific Laboratory 
Los Alamos, New Mexico 87544 . . . .  . . .  . .  . . . . .  . . . . . .  . . . . . . .  


