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All members w e r e  p resent  with the  exception of George Dalen. 
The Committee m e t  t o  d i s c u s s  t h r e e  top ic s ,  which were t r e a t e d  i n  t h e  
following manner. . 
1. Extension of t h e  Promethium-143 Study t o  Cover DTPA I n j e c t i o n s  

This review was made i n  response t o  a l e t t e r  of October 24 
D r .  G. H. Crook, Ass i s t an t  Medical Di rec tor ,  HEHF, addressed 

80 the chairman of t h e  Committee. W e  note  t h a t  t h e  s u b j e c t  
e t t e r  r e f e r s  t o  DPTA throughout ins tead  of DTPA. Although 
he i n t e n t i o n  i s  obvious i n  t h i s  case,  it occurred t o  t h e  

Committee t h a t  i n  t h e  f u t u r e  a l l  re fe rences  t o  drugs i n  Icon- 
nect ion w i t h  human s u b j e c t s  app l i ca t ion  should be s p e l l e d  o u t  
with their  f u l l  chemical terminology (diethylene t r iamine  
pen tace t i c  ac id ,  i n  t h i s  c a s e ) .  

D r .  Norwood advised t h a t  considerably h igher  doses  of 
DTPA than a r e  contemplated i n  t he  sub jec t  study have been 
given on s e v e r a l  occasions a t  Hanford and he sees no problem 
a r i s i n g  f r o n  t h e  proposed drug regimens. BNW i s  judged t o  be 
insu la t ed  from t h e  involvements of drug u t i l i z a t i o n  approvals 
by FDA. A s  f a r  as t h e  r a d i a t i o n  aspec ts  a r e  concerned, t h e  
doses received by t h e s e  volunteers  should be e i t h e r  equal  t o  
o r  less than those  a l ready  approved f o r  t h e  main 143Pm study. 

The only ob jec t ions  t o  t h e  s tudy a r i s e  from t h e  f a c t  
t h a t ,  other th ings  be ing  equal,  it would be p r e f e r a b l e ’ t o  
perform companion experiments i n  animals i n  order  t o  g e t  
maximum value  from t h e  da t a .  A severe reduct ion i n  t h e  
o v e r a l l  funds f o r  t h i s  p r o j e c t  c u r r e n t l y  makes it impossible 
t o  do such experiments a s  a p a r t  of t h i s  p ro jec t .  Since th’e 
biomedical d a t a  i s  i n t r i n s i c a l l y  more d i r e c t  and is needed 
promptly, t h e  Coirunittee, by voice vote,  unanimously approved 
t h i s  extension of t h e  promethium study. 0 

Q 

”a From t h e  pro tocol  of t h e  Committee, a s  e s t ab l i shed  i n  

-. - the m e m o  of October 20,  1967 it appears t h a t  t h i s  approval,  
O0 i f  concurred i n  by R.  S .  Paul, should be conveyed t o  D r .  Crook 

through Department channels and n o t  i n  terms of an answer t o  
D r .  Crook from t h e  chairman of t h e  Committee. 
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Extension of the Promethium-143 Study to Cover Inhalation 
of Soluble Aerosol 

This review was made in response to a request of 
November 7, 1967 by H. E. Palmer, who was unable to be present 
at the meeting. 
additional volunteers to inhale 100 nCi or less of 143pmc13. 
The 143PmC13 would be contained in an aerosol of NaCl particles 
generated from a solution of 143Prn in saline solution. 
brief note from M r .  Palmer provided estimates of the radiation 
dose to the volunteers under rather stereotyped assumptions. 
The Committee agrees with the general purpose and intent of the 
study but would be unable to register approval without additional 
information. C. E. Newton, Jr. is accumulating a list of 
additional items fron the Cornittee members for communication 
to M r .  Palmer. At the present time, these include recalculation 
oaf possible radiation doses under the worst credible conditions 
of distribution of the material, and much more detailed informa- 
tion on the type of aerosol generator, its function.ing, and 
who would actually administer the aerosol. 

The brief proposal refers to using three 

The 

Mr. Palmer's note indicates a desire to start this 
experiment during the first week of December. Due to a com- 
bination of the financial limitations of this project, as 
discussed in Item 1, and through the deficiency of information 
in M r .  Palmer's note, it would appear that he should be advised 
that very vigorous action on his part would be required in 
order to clear the proposal with the Human Subjects Committee 
in calendar year 1967, let alone the first week of December. 

Neutron Irradiation on Spzrmatoqenesis Project in Collaboration 
with Dr. C. A .  Paulsen of the University of Washinqton 

A t  the last minute, this review was divided into two 
parts in response to two letters from Dr. Juli-an Nielsen to 
the chairman. The first letter requests release of a report 
entitled "Fast Neutron Medical Research Facility - Dosimetry, 
BNWL-589". On the whole, the committee felt that it should 
not be in-the position of approving this document, as such. 
It is a technical discussion of some aspects of the calibration 
of the University of Washington's fast neutron medical research 
facility, as set up for irradiation of human testes. In the 
opinion of the Committee, every item in this report could be 
technically correct and yet the actual exposure of human volunteers 
could'be completely botched. It would appear, for example, to be 
quite foolhardy to conduct these experiments without'making 
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various measurements of the dose actually received by the 
volunteers. In discussing this point with the sponsors of 
the report, it was clear that these steps were intended. 
They are, however, not included in the document. For this 
reason, the Committee takes the position that it notes the 
existence of the document, BNWL-589, but neither approves nor 
disapproves its publication. 

The second portion of this reviev was in response to 
the letter from Dr. Nielsen entitled "Support of Dr. C, A. Paulsen 
on Study of Effects of Neutron Irradiation on Spermatogenesis in 
Man." The Committee does not feel comfortable with support of 
the type desdribed in the subject letter. 
who should actually be described as the operator of the neutron 
generating equipment. The Co,mittee realized that Dr, Paulsen 
considers himself to be wholly responsible and as a consequence 
is somewhat disturbed by Battelle's intervention in the case. 
As seen by us, Dr. Paulsen's ready intention to consider himself 
the sole responsible person is very fine but potentially meaning- 
less as something could, in fact, go wrong with the experiments, 
and involve Battelle personnel. We therefore spent considerable 
time in our session to devise a mechanism that would separate 
the responsibilities of the University of Gashington and our- 
selves as cornpletely as possible. 

The key issue is 
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Ideally, this separation would involve complete retirement 
of BNW from the project. The project w a s  begun, in fact, under 
the former Hanford Laboratories structure when the University 
was by no means broadly versed in dosimetry. 
time, the University staff includes experts in radiological 
physics and experts in radiation protection. For example, 
a meeting at the University next week. on the subject of.solid 
state dosimetry clearly implies an interest *and some degree of 
competence in the most modern methods of dosinetry. The 
Committee thus intrinsically recommends that the whole natter 
be placed in the hands of University specialists as soon as 
possible. 

At the present 

In realistic terms, Dr. Paulsen has been expecting more 
help from Battelle. In the interest of good relationships, 
an arrangement should perhaps be found to provide that support 
in the presently contemplated work only and without compromising 
the corporate interests of Battelle or the personal interest 
oE our dosimetrists. 

To this end, the following format is proposed. The 
equipment is the property of the University. The tritium 
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t a r g e t s  needed f o r  the apparatus  a r e  provided under a 
Mate r i a l s  License by t h e  Atomic Energy  Commission. 
no information a s  t o  t h e  l i c e n s i n g  s t a t u s  of t h e  equipment 
regarded as  a f a c i l i t y  f o r  t h e  i r r a d i a t i o n  of human subjects. 
I n  our  view, it should be  so r e g i s t e r e d  w i t h  t h e  S t a t e  of 
Washington. I n  t h a t  r e g i s t r a t i o n ,  t h e  Univers i ty  of Washington 
should e s t a b l i s h  competence t o  opera te  t h e  machine w i t h  i t s  
own personnel .  Our d o s i m e t r i s t s  b s l i e v e  t h a t  D r .  Paulsen could 
capably ope ra t e  t h e  machine, provided t h a t  some guidance is 
provided by us.  Such guidance over a 20-session expsriment 
could become a s e r i o u s  d r a i n  on our t echn ica l  s t a f f .  W e  a r e  
t h e r e f o r e  proposing a graded system i n  which t h e  f i r s t  two o r  
t h r e e  se s s ions  would be covered by K. L. Swinth ,  accompanied 
by F. L. Ris ing.  I t  i s  our opinion t h a t  f o r  the remaining 
se s s ions ,  M r .  R is ing  would then  be adequately q u a l i f i e d  t o  
provide t h e  needed guidance t o  D r .  Paulsen. W e  recommend 
going forward on t h i s  b a s i s ,  wi th  one r e se rva t ion  t h a t  has 
y e t  t o  b e  checked by M r .  S a n t i l l i .  
the r e s p m s i b l e  opera tor  of  a machine i s  not  always s e t t l e d  by 
who p h y s i c a l l y  has  h i s  f i nge r  on t h e  but ton .  I t  i s  s t i l l  pos- 
s ible  t h a t  i n  t h e  event  of d i f f i c u l t y ,  an adverse c o u r t  could 
judge t h e  B a t t e l l e  members t o  be ope ra to r s  of t h e  machine. . 

The problem t h a t  t h e n  a r i s e s  i s  one of insurance p r o t e c t i o n  
for  o u r  people.  T h e  Committee's understanding of t h e  s i t u a t i o n  
i s  tha t  named B a t t e l l e  i nd iv idua l s  a r e  f u l l y  pro tec ted  by 
insurance  except f o r  mat te rs  a f f e c t i n g  fel low employees. There 
i s  some u n c e r t a i n t y  as t o  whether a par tnership- type r e l a t i o n -  
s h i p  could be i n t e r p r e t e d  t o  make Universi ty  of Washington 
personnel  "pa r tne r s "  o r  e s s e n t i a l l y  " fe l low employees" wi th in  
t h i s  insurance meaning. 
c o n t r a c t u a l  i s s u e  be fo re  t h e  experiments a r e  a c t u a l l y  performed. 

W e  have 

The ques t ion  a s  t o  who i s  

Mr. ' S a n t i l l i  w i l l  c l a r i f y  t h i s  

N o t e  to C o m m i t t e e  M e m b e r s  

I n  t h e  i n t e r e s t  of t r y i n g  t o  speed up t h e  work, I am n o t  
c i r c u l a t i n g  t h e s e  repDrts  of recommendations f o r  your formal 
approval p r i o r  t o  p re sen t ing  them t o  D r .  Paul.  I f  a t  any t i m e  
you f e e l  t h a t  our d i scuss ions  have been s i g n i f i c a n t l y  misrepresented, 
you a r e  asked t o  b r i n g  t h e  matter  t o  my a t t e n t i o n  immediately. 
The rea f t e r ,  w e  w i l l  au tomat ica l ly  switch t o  t h e  slower mechanism 
of c i r c u l a t i n g  our proposed recorninendations f o r  comrnittee approval 
p r i o r  t o  r e l e a s e .  
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TO H. M. Parker,  Chairman 
Human Subjects Committee 

FROM J u l i a n  M. Nielsen, Manager 
Radiological Sciences Section 

DISTRIBUTION OF COPIES 

cc: CE Newton, Jr. 
JM Nielsen 
WE Wilson 

SUBJECT Support of D r .  C. A. Paulsen on Study of 
Ef fec ts  of Neutron I r r a d i a t i o n  on Spermatogenesis 
I n  Man 

With t h e  issuance of t h e  report  "Fast Neutron Medical Research F a c i l i t y  - 
Dosimetry" t h e  development port ion of t h i s  pro jec t  i s  deemed t o  be concluded. 
There remains, however, t h e  matter of f " n i s h i n g  t o  D r .  C. A. Paulsen opera- 
t i o n a l  ass i s tance  f o r  t h e  equipment and ve r i f i ca t ion  of t h e  absorbed dose 
administered t o  the  subjects .  Carlos Newton, also of t h i s  department, has 
agreed t o  provide t h e  serv ices  of F. L. Rising t o  operate  t h e  equipment 
f o r  t w o  days pe r  week f o r  approximately 30 weeks and t o  ve r i fy  the  dosages 
administered based upon BNW's dosimetry repor t .  
t h i s  port ion of t he  study t h e  Human Subjects Committee's recommendations 
are s o l i c i t e d  f o r  pa r t i c ipa t ion  as out l ined  above. The necessary funds 
i n  the amount of $7000 provided f o r  t h i s  purpose w i l l  be t r ans fe r r ed  i f  
t h i s  arrangement i s  approved. Should t h e  scope of t h e  work exceed t h a t  
described above t h e  matter w i l l  be again r e fe r r ed  t o  t h e  Committee f o r  
i t s  recommendations and t o  t h e  USAEC f o r  supplemental funding. 

I n  order  t o  implement 

&. kh!GktL 
C. E. Newfon, Manag& 
BIOPHYSICS SECTION IOLOGICAL SCIENCES SECTION 

sen, Manager 

JMN:flb 
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DATE November 16, 1967 

H. 14. Parker, Chairman 
Human Sublects Committee 

TO 

u a d i o l o g i c a l  Sciences Section 

SUBJECT Release of Report E n t i t l e d  "Fast Neutron Medical 
Research F a c i l i t y  - Dosimetry" 

DISTRIBUTION OF COPIES 

cc: J M  Nielsen 
WE Wilson 

The subject  repor t  "Fast Neutron Medical Research F a c i l i t y  - Dosimetry" 
by K. L. Swinth and L. A. Braby i s  submitted t o  "The Committee on Pol icy and 
Procedure i n  the  Use of Human Subjects - Human Subjects Cormnittee" i n  accord- 
ance with Operating Guides 160-1-1 and 160-1-2 f o r  review and recommendations 
p r i o r  t o  r e l ease  t o  D r .  C. A. Paulsen of the  University of Washington. 

JMN: flb 
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H. M. Parker,  Chairman 
Human Subjects Committee 

‘ 4 3 ~ m  Study 

I DISTRIEUTION OF COPIES 

F i l e  
LB 

I would l i k e  t o  extend the  present  143Pm study t o  include th ree  volunteers 
who w i l l  inha le  100 nCi o r  less of 143PmC13. 
i n  an aerosol  of N a C l  p a r t i c l e s  generated from a so lu t ion  of 143Pm i n  s a l i n e  
solut ion.  
These p a r t i c l e s  should be very soluble  i n  t h e  lung and the  143Pm should be 
readi ly  absorbed i n t o  the  bloodstream, 

The 143PmC13 would be contained 

The p a r t i c l e s  w i l l  have a mass median diameter of about 0.5 micron. 

The main purpose of t h i s  experiment i s  t o  e s t a b l i s h  t h a t  the d i s t r ibu t ion  of 
143Pm i n  the  body a f t e r  uptake from the  lung i s  the same ( o r  not t h e  same) 
as t h e  d i s t r i b u t i o n  i n  the  body from intravenous in j ec t ion  of ’43PmC13. 
Additional information on t h e  rate at which 143Pm leaves t h e  lung and deposi ts  
i n  t h e  l i v e r  w i l l  a l s o  be obtained. 

The rad ia t ion  dose from t h i s  experiment w i l l  be r e l a t i v e l y  innocuous. If we 
assume a case where the  143Pm remains i n  t h e  lung and i s  uniformly d i s t r ibu ted ,  
the  t o t a l  dose t o  i n f i n i t y  t o  t h e  lung would be about 250 mrad. 
of t h i s  happening i s  very remote with a N a C l  aerosol.  
t o  t h e  pulmonary lymph nodes, as it did i n  the  do experiments, t h e  dose t o  the  
lymph nodes would be only 1.2 mrad. 
bloodstream, is absorbed by t h e  body and d i s t r i b u t e s  equally between bone and 
l i v e r ,  t he  dose would be 60 m a d  t o  the  l i v e r ,  as it i s  i n  the  in j ec t ion  experi- 
ments. 

The probabi l i ty  
I f  O*l$ of t h e  Pm goes 

f I f  a l l  the 3Pm dissolves ,  goes i n t o  t h e  

If t h i s  addi t iona l  experiment i s  approved, we hope t o  start it during t h e  f irst  
week of December, 1967. 

KEP:tec 
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