
June 6 ,  1975 

- 

Cormnittee for Protect ion of Human Subjects  
M11 Wheelcr Hal l  
Berkeley campus 

. To t h e  Committee: 

I havo bean roquestod as Lawronco Berkeley Lnboratory Connulting 
Pathologis t  f o r  X I  Grants CA15104 and CB-74-41 and proposed NCI Grant, 
TFtEIiTMENT OF CANCER k l I l 'H  HELIUM AND HEAVY IONS, t o  o u t l i n e  f o r  you the  
processing of b r e a s t  epccimens f o r  heavy-ion radiology,  i n  order  t h a t  
you may understand why a spec ia l  pcrmit from the  p a t i e n t  would not be 
considered necessary. 

Normal procedure f o r  a b r e a s t  specimen cons is t s  of obtaining a 
frozen sec t ion  a t  the time of o;>eratj.on. 
member Of t h e  Pathology Department, UCSF (of tan  by me) and, i f  the diayrrosis 
iS  cancer, t h e  b r e a s t  is removed. 
r a d i c a l  mautectonyj modified r a d i c a l  mastectomy) is determined by the 
surgcon, 
Departnent to  be  handled in the  b e s t  fashion f o r  diagnosis .  

This specimen is read by a 

The type of  operation ("lumpcctony"; 

and t h e  specimen is del ivered in f resh  state t o  the  Pnt.hology 

A t  t h i s  po in t ,  t h e  specimen of ten  is loaned for a s h o r t  t i m e  t o  
t h e  Radio thrapy  bcpartnent for xenography and/or mammography. 
them i n  rcfinirig t h e i r  techniques; in addi t ion ,  5.t a i d s  us i n  locat ing 
suspicious diagnost ic  a reas ,  s ince  the  rad io therapis t s  of ten  i n j c c t  
po tont ia l ly  canccroua arcab with E\'&Il5 blue.  When the specimen re turns  
to  our department, we of ten  photograph the, gross  speciman f o r  our f i l e s  
and fora teaching .  
and transmission e lec t ron  microscopy. 
experimental study by Dr. E l i a s  a t  UCSF but does not  requi re  a spec ia l  
permit, s ince  it nay add t o  oux diagnost ic  information and in no way 
compromises tho rout ine  processing of tho opecj.mcn. 

This a ids  

A small port ion is removed f o r  o ,qan  c u l t u r e ,  SCmling, 
This l a t t e r  procedure is p a r t  of an 

The specinen is next  f ixed  in formalin f o r  one to  two days and 
sectioned according t o  standard techniques; a d iagnos t ic  surg ica l  pathology 
repor t  is then formulated. 

For heavy-ion radiology, the only modification of our standard technique 
would be to bring the specimen t o  Berkeley for severa l  hours f o r  radiography. 
I t  is important that this addi t iona l  procedure would i n  no way a l t e r  t h e  
t i s s u e  no t h a t  it would be unsui table  f o r  diagnosis: nor would t h i s  procedure 
delay t h e  s u r g i c a l  pathology diagnost ic  report. I n  f a c t ,  t h e  addi t ional  
information provided by t h e  heavy-ion radiographs may a id  t h e  pathologis ts  
i n  l o c a l i z i n g  the breast lesions, i n  a fashion similar to  xenography and 
mammography. 
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B-Y: DOShCR LABORATOnY ASD WSSER P A V L I O S  

Cornittee for Protect ion of Human Subjects (cont . ) ,  6/6/75 2 .  

I have_discusscd with M. Cruty, H. Genant, MD, and C. Tobias, of the  
heavy-ion radiography p r o j e c t ,  t h e  care  of t h e  b r e a s t  specimens, and I 
a n t i c i p a t e  supervis ing i n i t i a l  t ranspor ta t ion  and handling of the spccimens 
myself. I have diSCUSSOd t h i s  mat ter  with Dr. Oscar Rambo, Professor and 
Acting Chm of Pathology a t  UCSF, and he has given h i s  pr rn iss ion  t h a t  the  
heavy-ion radiographs be made. 

the diagnos t ic  material. 

Again, t h e  important po in ts  t o  be considered 
t h a t  t h e r e  w i l l  be no delay i n  d iagnos t ic  procedure o r  a l t e r a t i o n  i n  

Sincerely,  

K.H. Woodruff, MD 
A s s t .  C l i n i c a l  Professor  

Pathology Dept, UCSF 
Consulting Pa thologis t ,  LBL 

KHW/dm 
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CONSENT TO ACT AS SUBJECT 
FOR RESEARCH AND INVESTIGATIONS 

UNDER INTERAGENCY AGREEHT YO1 -CB-40302 

Your phys ic ian suspects t h a t  you have a problem invo lv ing  l o c a l i z a t i o n  
o f  a probable s o f t - t i s s u e  abnormali ty. 

- 

P a t i e n t ' s  name Date 

Phy s i c i an ' s name 

Pa t ien t ' s  diagnosis 

1. I hereby author ize 

I_ 

(name o f  person(s) who w i  1 1  perform d iagnost ic  proccdurcs G i n v e s t  i g s l  ions) 

and/or assoclatcs wlro may bc selected by him t o  perform the fo l l ow ing  d iagnost ic  
s tud ies us ing heavy-ion radiography a t  the Berkeley BEVALAC. 

Heavy p a r t i c l e s  can dc tcc t  small d i f f e rences  i n  t i s s u e  densi ty  w i t h  a s c n s i -  
t i v i t y  t ha t  i s  greater  then the s e n s i t i v i t y  o f  most X-ray procedures. 
medical wing o f  the accelerator ,  the proccdure w i l l  be as follows: 

A t  t h e  

a .  

b .  

C. 

d. 

Areas o f  the body tha t  are t o  be exposed t o  a d iagnost ic  stream o f  p a r t i c l e s  
w i l l  be prepared. This may lnvolvc l oca l  c lcans lng o f  the sk in ;  appl ica- 
t i o n  o f  a neu t ra l  paste conta in ing g l yce ro l  or a s i m l l a r  agent t o  removc 
a i r  bubbles; smoothing o f  h a i r ;  and, i n  some cases, shaving o f  a local 
area. One o r  more packets conta in ing g e l a t i n  o r  water may be attached 
e x t e r n a l l y  t o  the ou ts ide  contour o f  the body. These w i l l  remain attached 
dur ing the d iagnos t i c  process. 
the body t o  be s tud ied may be immersed i n  water s o l u t i o n  w h i l e  the  p i c t u r e  
i s  being taken. 

Pos i t i on ing  w i l l  be s i m i l a r  t o  rou t i ne  X-ray d lagnos t i c  shots and w i l l  
r equ l re  ho ld lng  the appropr ia te p o s i t i o n  f o r  a sho r t  per iod o f  t i m e .  

One to three d lagnost ic  p i c tu res  w i l l  be taken us ing 
(actual  exposure Is only J f r a c t i o n  o f  a second). 
ment process tha t  might take onc o r  two hours, the procedure may be 
repeated from another exposure angle. There w i l l  be no spc ia l  sensation 
o r  d iscomfor t  from the p a r t i c l e s .  

The packets a re  removed a t  the end o f  the procedure, and processing and 
I n t e r p r e t a t i o n  o f  the radiographs w i l l  take some tlmc. Results w i l l  be 
t ranstn i t ted by the p a t i e n t ' s  physician. 

I n  an a l t e r n a t i v e  procedure, the par t  o f  

* p a r t i c l e s  
A f t e r  a special develop- 

*carbon o r  hel lum 
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2. The procedures and inves t i ga t i ons  l i s t e d  above have been explained 
t o  me by . He w i l l  be present 

dur ing the-procedure, and I may ask fu r the r  questions and c l a r i f i c a t i o n  
from him a t  any t l n a .  

3 .  I understand t h a t  the Procedures and Inves t i ga t i ons  described above 
involve the fo l l ow ing  poss ib le  r i s k s  and discomforts: 

a. The combined dose o f  i r r a d i a t i o n  from the p a r t l c l e s  tha t  w i l l  be uscd 
w i l l  result I n  a r a d i a t i o n  dose less than tha t  received i n  X- ray  J i sg -  
n o s t i c  tests for  my condi t ion.  Together w i t h  the prcvious X r a y s  I 
have recelved a t  the h o s p l t a l ,  t o t a l  dosc w i l l  be less than tha t  r c -  
ceived i n  two X-ray procedures. 

b. Any discomfort I may experience would be s i m i l a r  t o  tha t  I n  routine 
X-ray d iagnos t i c  procedures and would be due to  the necess i ty  of rema in -  
Ing s t i l l  f o r  short periods o f  t ime wh i l e  i n  a soniewhat rest ra ined 
pos i I Ion. 

These s tud ies w i l l  r e s u l t  i n  in format ion lcading t o  a b e t t e r  understanding 
o f  my disease and may he lp  i n  planning treatment. 

I ' ,understand tha t  I may terminate niy p a r t i c i p a t i o n  i n  the study a t  any t i n e .  

P s t i e n t ' s  s ignature 

Wltness - 

I. 


