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School of Medicine 
Deparfment of Medicine 
CHIEF. DIVISION O F  ENDOCRINOLOGY 

UNIVERSITY OF WASHINGTON 
U.S.P.H.S. HOSPITAL 

SEATIZE, WASHINGTON 98114 
Box 3145 

M a y 9 ,  1967 

Mr, Herbert Parker 
Ba tt el le -Northw es t 
P .  0. Box999 
Richland, Washington 99352 

Dear Mr .  Parker: 

Enclosed is a copy of the minutes of the Radiation Safety and Radioisotope 
Committee of the University. As you can s e e  from reading the material, careful 
deliberation was carried out and our proposal was approved with the limitations 
SO stated,  
completed, w e  still have not exposed the inmate volunteers. The committee has 
been so informed, and the limitation of one year has been extended and wil l  start 
a t  the time that our dosimetry data has been approved by this same committee. 

has a l so  been reviewed and passed on by the Clinical Investigation Committee 
of the University, A letter from the chairman of that committee is also enclosed 
for your information, 

Finally, I am sending you a copy of our Atomic Energy Commission license 
for the tritium foils which w e  use  for the 15 MeV energy level. 

Due to the fact  that our mannikin dosimetry studies have not been 

One additional factor that I did not mention on the phone is that our proposal 

If there is any further information you would l ike,  please let m e  know. 
Thank you again for your help in  expediting this aspect of our research project. 

Sincerely yours, 

C. Alvin Paulsen, M. D, 
. Associate Professor of Medicine 
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UNIVERSIIY OF WASHINGTON 
SEAlTLE, WASHINGTON 98105 
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Deparftrrerrl 01 Chemisfry July 13, 

Dr. C. A.  Paulsen 
1121 U. S. Public Health Service Hospital 
1131 - 4th South 
Seattle, Washington 

Dear Dr. Paulsen: 

As you probably know, on June 22 Dean McCarthy approved the 
recommendation of the Radiation Safety and Radioisotope 
Committee that your application to obtain a byproduct license 
be approved 

testicles is to be limited to 1 5  Rads. 

No more than 20 volunteer subjects are to be 
irradiated in the course of neutron exposure studies. 

Mannikin studies will be made to establish the 
Pattern of neutron dose distribution in other nearby organs. 

Radioisotopes Committee for review before proceeding with 
human exposure. 

with the following limitations: 

1)' The maximum neutron dose to the center of the 

2) 

3 )  

This data will be submitted to the Radiation Safety & 

/' 

4) Irradiation of human subjects is to be complete 
within one year of the approval of the mannikin studies. 
(item 3 ) .  

Should higher level of exposure become desirable as a result 
of these studies, consideration will'then be given to recom- 
mending the original schedule of exposure limits. 

. . . . 

I was informed by telephone on July 11 by Mr. Hanson of the . 
AEC that the license application has been granted. 

I wish to thank you for your cooperation ln'.discussing your 
interesting project with our committee. 

RV:cl 

cc - Ralph Baltzo 

Robert Vandenbosch, Chairman 
., Radiation Safety and Radioisotope 

Committee 
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. UNIVERSITY OF WASHINGTON 
SEATIZE, WASHINGTON 98105 

June 20, 1966 
School of Mcdicirie 
Dcporfrricrif o j  Surgery 

C. Alvin Paulsen, M.D. 
U.S.P.H.S. Hospital 
1131 - U t h  Avenue S. 
Seatt le  44, Washington 
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Dear D r .  Paulsen: 

As you a re  aware, the  Clinical  Investigation Committee reviewed your proposal 
ent i t led "The Study of I r radiat ion Effects on the  Human Testis: Including 
Histologic, Chromosomal and Hormonal Aspects" on June 16, 1966. The committee 
nmbers i n  attendance included Drs. Nyhus, Chairman, Nelp, Fink and Robertson. 

The Committee had in hand the  minutes of t he  Radiation Safety and Radioisotopes 
Committee meetings of May 13, 1966 and May 31, 1966, 

The members of the Clinical  Investigation Committee were i n  general agrement 
with the recommendations of the  Radiation Safety and Radioisotopes Committee 
pertaining t o  your studies and t h e i r  nuclear implications, The C.I.C. committee 
members were interested t o  hear your personal views (which were corroborated by 
Dr .  Nelp) t ha t  there is absolutely no proof of risk r e l a t ive  t o  carcinogenesis 
in the male t e s t i s  as implied by D r .  Jackson in t he  May 31, 1966 minutes of t he  
RS & R committee meeting. 
that  there is "no evidence 5n the  animal that there  i s  any carcinogenic problem." 

/ 

, 

To rei terate ,  t he  statement was placed on record 

Since your informed consent procedure is itemized i n  your prOpOS& of yay 20th, 
t o  the RS & H Committee, it will not be repeated here. Your verbal report  of 
the procedure t o  the C.I.C. Committee was succinct and indeed withoub obvious 
flaw. It was suggested by one of the  Committee members t h a t  a t  each or ientat ion 
session the  specific instructions might be placed on recording tape and kept for 
reference if necessary a t  a l a t e r  date. 

The u t t e r  of significance of the  study was then di'scussed. It is apparent t h a t  * 

there is absolutely no data available in t h i s  regard re la t ive  t o  humans. 
point t h a t  the kinetics of spermatogenesis has been proven t o  be markedly d i f fe r -  
ent i n  various species indicates a r e a l  need f o r  these'studies.  Specific infor- 
mation in t h i s  area 'becomes increasingly important due t o  current considerati. ons 
of work in atomic energy centers as w e l l  as considerations of space t ravel .  

Your 

After complete review and deliberation, t he  C.I.C. Committee agrees t h a t  t h e  
studies proposed by you should be done within the  confines of t he  l imitat ions 
proposed by the  Radiation Safety and Radioisotopes Committee. Because of t he  
importance of these studies, the  Committee. wishes t o  review the  progress of t h e  
study yearly. 

LbN: st $pr, 
CC: Dean Hogness 

Ralph Baltzo * ' Lloyd M. NyhUSJ M O D .  * 

D r .  Robert Vandenbosch Chairman 
Dean Mc Carthy 
C.I.C. Members 

c l i n i c a l  Investigation C n m m i t t  ee 



Liccnsco . .  

1. xamo University of Washington 

2 AJdrcss Seattle, Washington ,98105 
School of .Medicine 

A .  Hydrogen 3 

3. ticcnpc nulubcr 46-01662-05 
4 Expirntion Jato 

-- 

June 30, 1968 
5. Rcfcrcnco No. 

A. Tritium foil8 (Texas A. 15 curies 
Nuclear Mod& No. 9591) I 

I 

I 

9. Authorized Use: l 

A. 
e .  

I 

I 

To be used in a Texas Nuclear Model No. 9700 neutron generator. I 

I 

I .  . l  
CONDITIONS 

10. Byproduct material shall only be used at Washington State Penitentiary, Walla Walla, 
IJashingbon . j 

U. In accordance with Section 20.501, the licensee may expose individuals to radiation 
in excess of the limits prescribed in Title 10, Part 20, Code of Federal Regulations, 
Cnapter 1, "Standards for Protection Against Radiation", as' provided in the applica- 
tion . 

* I  
Byproduct material shall be used by, or under the supervision of, C. Alvin Paulsen, -1 I 

M.D., and Kenneth Swinth. 

f 
I 

12. 

13. The use of byproduct material for human irradiation studies, on individuals who 
. have voluntarily consented in writing, shall be contingent upon review and approval 
of the University of Washington Radiation Safety and Radioisotope Committee, 
Robert Vanderbosch, Ph.D*, Chairmi, 

, 
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' (See Page 2) 
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U. S. ATOMIC ENERGY COMMISSION Page 2 - - 0 f  -2- ?CrJI-'S 

BYPRODUCT MATERIAL LICENSE 
Supplementary Sheet 

License Number 46.=01662-05 

Continued from Page 1: 

14 . 

15 

CONDITIONS 

Except as specifically provided otherwise by this license, the licensee shall possccs 
and use by-product mterial described in Items 6, 7, and 8 of this license in nccord- 
ance with statements, representations, and procedures contained in the application 
dated April 13, 1966, including the attachments thereto, particularly the let'ccrs 
from Dr. Joseph L. McCarthy and Ralph M. Bsrltzo both dated April 7, 1966; teletype 
dated June 23, 1966, from Ralph M. Baltzo; and 'SUPPLEMENTAL INmRMATION ON USES" 
and University of Washington Radiation Safety Manual (1964) submitted a6 Appendices 
N and VI respectively to the application dated April 23, 1965, for renewal of 
Byproduct Material License No. 46-1662-1. . 
Preliminary neutron exposure ' studies 'ahall be conducted on manikins to assure that 
doses to body areas of volunteers, other than the gonads, shall be kept at the minimun 
consistent with attaining the obJectivea of the program a8 proposed in the application. 

. .  

. .  

JUL-1 1966 
Date 

0009032 
. -. . . . -  _. - . 

For the W. S.'Atomic Energy Commission 

Wo.blogton, D. G 20945 
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