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' 1. Lowenstein's d r a f t  merely changes wording and format of d r a f t  
forwarded by 030, October 27, 1952 and attempts a reorganization 
of regulat ions already published. 
su i tab le  f o r  publication. 

Language i n  pa r t s  i s  not 

2. His draft provides tha t  "The Commission will not approve a 
domestic appl icat ion unless it appears on the bas i s  of f a c t s  
set fo r th  i n  the appl icat ion that....". 
Commission t o  consider 
appl icat ion and would prevent consideration of f a c t s  obtained- 
from f i e l d  visits. 

The last sentence on page one w u l d  pennit den ia l  of an applica- 
t i o n  i f  it "would not be i n  the publ ic  interest." :?e don't have 
such d iscre t ionary  authori ty  t o  withhold isotopes from a 
properly qua l i f ied .  and equipped ind iv idua l  . 
30.30(b) -- %eneral Authorizations are issued only t o  i n s t i t u t i o n s  
or commercial firms." This grovision i s  too  l imi t ing .  As an 
example, government agencies holding general  authorizations a re  
not i n s t i t u t i o n s  o r  commercial firms. 

This r e s t r i c t s  t he  
those f a c t s  appearing i n  the 

3. 
. 

4. 

5 .  Lowenstein questioned our reason f o r  amending 30,2(a) of the 
present regulations.  TAis change was made t o  s p e l l  out more 
d e f i n i t e l y  the  persons who may a c t  f o r  the  CommissiQn. 
language i n  defining Commission closes  with nor i t s  duly 
authorized representat ive.  
person be an o f f i c i a l  t o  whom the Commission has delegated 
authori ty  re fer red  t o  i n  t h i s  regulat ions,  including any o f f i c i a l  
t o  -&om a l l  or pa r t  of sucn au thor i ty  i s  delegated by a proper 

Present 

Our amendment requires  that such 

order . 
6 .  Our statement on page10 tha t  "renewal of a general authorization 

is subjec t  t o  review of the app l i can t ' s  records and f a c i l i t i e s "  
is merely a statement of policy and does not prevent the Corn- 

authorization. , I 

* mission fram considering other f ac to r s  "*I before renewing a general 

I e 

I 
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7. Ke CpiestiaileC the advis&ilLkJ 02 perf-i t t in;  a p e r s m  t o  
coatinue usin; radioisotopes ai 'tzr h i s  aaChorizatiDn h d  
ex7ireG. 'i,alf-life of a radioicoto21e i s  t&sn  in to  con- 
s i & r a i i m  vhen 3,+icatLon is  evaluate.'. ::aterials reriain 
sxk j e c t  t o  health-sa2ety standards, i n s p c t i o n s ,  e t c  ., even 
though a u t h x i z a t i o n  has exgired -- thus Lawonsteial s fears 
t h a t  we a re  giving u? c x t r o l  o f  l o n p l i v s d  r a d i o i s o t o p s  is 
&To-udless. 

5 .  Other ninor cbanzes have been made i n  o'n revised &aft. 
30.23(b) w a s  clmged! i n  accordance with recormendation o f  
t h s  Sub-Comiittee on :i.ruzan L22licatLoxs t o  zake c lear  t o  
physicians t h a t  oar  use of the tern %iedical thera9y" 
included external  i r ra&at ion  of hmans fro:n raaioisoto2es 
as : ~ l l  as the in t e rna l  a&-ii-Ls%ration o f  same. 

S. k l l an  Lough 

:jutton/ jc t  
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SUGGEs'fIONS F'OR 2HE REVISION @F PROPOSED AMINIMEHTS TO RPDIOTSOTOPX3 

RMlULATION 

I. Amend section 30.21 t o  read aa follows: 

30.21 REQUIR-S FOR THE GRANTING OF APPLICATIONS 

A , Requirments of General AppUcabiUty 

The Camnission will not approve a domestic application unless 

it appears on the bas is  of fac ta  set  forth in the appl icat ion that: 

1. 

following purposes: 

the radioisotope is requested for one or  more of the 

research or developtent, medical 

therapy, i n d u s t r i a l  use8, processing or making of c o b  

pounds, or such other useful applications as may be 

developed; and 

2, 

the protection of health and sa fe ty  (such as, for example, 

the appl icant  has suitable equipment and f a c l l i t t e e  f o r  

handling devices, work areas, shields, neasuring and moni- 

toring instruments, etc.); a d  

3. the applicant has suitably t ra ined and experienced 

personnel and is otherwise qualified t o  use radioisotopes 

for t he  requested pwpose. 

The Coawission may deny any appl icat ion for authorisation to procure 

radioisotopes upon a finding that the appxcauon  does not 8a t i e fy  any 

requirement specified i n  this regulation or  that for some other reason 

granting of the application m u l d  not be In the public in te res t .  

- 1 -  

I O b 3 2 U b  



B. Special  Requlreanents Applicable t o  Medical Uses by 

Ins ti tu t lons  

An authorisation for r a d i o i s o t o p s  procurement (Form AEC-374) 

w i l l  not be issued to an i n s t i t u t i o n a l  applicant f o r  medical use* (in- 

cluding any administration to human beings) unless it appears from facta 

set forth in the applicatLm thak 

1. the appl icat ion s a t i s f l e a  the general requirements set 

fo r th  in paragraph A of this section; and 

2. the medical research in s t i t u t ion ,  hospital ,  clinic, or 

other medical organization has a p p o i n t e p  a l oca l  isotope 

coamittee of a t  least  three  members to evaluate a l l  propoeals 

f o r  research, diagnosis, and therapeutic use of radioisotopes 

within t h a t  i n s t i t u t i o n  (membership of such colrmittee t o  include 

persona expert  in i n t e r n a l  nedicine, hematology, therapeut ic  

radiology, and a person experienced i n  assay of radioisotope8 

and protecthn against  ionizing radiat ions) ;  and 

3. the i n s t i t u t i o n  possesses adequate f a c i l i t i e s  f o r  the 

clinical care of pa t i en t s  and f o r  assayfng, safe handling, 

and disp+al of radioisotopes;  and 

you w i l l  nota that we have d t t e d  "Staff" i n  this  revision. We have no 

objection to  its inclusion except t h a t  i t  seemed t o  u9 t o  be redundant. 

w The d r a f t  mendment which we received state8 tha t  the i m t i t u t i o n  "shall- 

appoint a comit tee .  
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&. 

individual user (Item 3, Form AEC-313) is licensed by a S t a t e  

or territory of the United S t a t e s  t o  dispense drugs in the 

the physician designated an the appl icat ion as  the 

prac t i ce  of medicine, and has had experience in the c l i n i c a l  

use of radioiso+uopes for the uses proposed, the handling and 

administration of radioisotopes, and the management of spec ia l  

c l i n i c a l  cases; and 

i f  the appl icat ion is for a general  authorization, t h e  

applicant has (i) previously received a subs tm+*ia l  number 

of authorizations for radioisotopes procureaent f o r  a var i e ty  

of radioisotmes for a va r i e ty  of medical uses; and (il) ap- 

pointed a radiological  safety o f f i c e r  who w i l l  be responsible 

for the safe handling of radioisotopes. 

C. Special Requirements Applicable t o  Medical Uses by 

Indivfdirals 

An authorization for radioisotope procurement (Porn BE-374)  

w i l l  not  be issued t o  an individual  appl icant  f o r  medical use (including 

any administration t o  human beings) unless it appears from f a c t s  set 

f o r t h  i n  the appl icat ion that 

1. 

i n  sectim 30,21(a); and 

the  application satisfies t he  general conditions spec i f ied  

2. the applicant is  a physician l icensed by a S t a t e  or terri- 

tory of the United S ta t e s  t o  dispense drugs i n  the prac t ice  of' 

medicine; and 

- 3 -  
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3. the appl icant  has access to a hosp i t a l  possessing adequate 

f a c i l i t l e s  t o  hospi ta l ize  and monitor radioactdve pat ien ts  

whenever it is advisable; and 

4. 
use of radioisotoues for the wes proposed, the  handling and 

administratdon of radioisotopes, and the management of such 

clinical cases. 

of such experience with h i s  application. 

local isotope committee in the i n e t i t u t l o n  h e r e  he acquired h i s  

the appl icant  has had m b s t a n t i a l  experience i n  the c l i n i c a l  

(The physician rust furnish s u i t a b l e  evidence 

A statement from the 

experience, indicat ing its amount and nature, may be submitted 

as evidence of such experience ) 

I). Special  Requirements Applicable to General Authorioatiuns f o r  

Use i n  Research and Development 

A general  authorisat ion for procurement of radioisotopes for 

use i n  research and development (not involving t h e i r  administration t o  

human beings) will not be issued unless i t  appears from f a c t s  set forth 

i n  the application that: 

1. 

sect ion W A ( a ) ;  er.d 

2. the applicant has received a subs t an t i a l  number of mthor- 

izations f o r  radiolsotopes procurement f o r  a variety of radio- 

isotopes for a vaFfety of research and development uses; and 

3. the applicant has  established an isotope c o m i t t e e  

(composed of such persona a8 a radiological  s a f e t y  off icer ,  

the application s a t i s f i e s  the requirements specif ied in 

- 4 -  
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a representat ive of the business office,+ and one or more 

persons t ra ined o r  experienced in the  aafe use of radioactive 

materials= who m u s t  review and approve, i n  advance of pur- 

chase of radioisotopes, proposals f o r  use of radioisotopes; and 

a radiological safe ty  off icer  has been appointed who w i l l  

be responsible for t he  safe handllng of radioisotopes. 

E. Special Requirements Applicable t o  General Authorisations f o r  

Use i n  Processing 

A general authorization f o r  procurement of radioisotapes for 

use i n  processing w i l l  not be Issued unless it appears frm f a c t s  s e t  

for th  i n  the  application tha t  

1. 

i n  section 30.21(a); and 

2, the  applicant has received a rea8onsble number of author- 

isations f o r  radioiso'uope procuremmt f o r  processing, resale, 

the application s a t i s f i e s  the getneral requirements set f o r t h  

and d i s t r lbu t ion  of a u e t y  of r a d i o l a o ~ p e 8 ;  and 

3. 

who fill be responsible for  the safe handling of radioisotopes. 

the appl icant  has appohted a radiological safety officer 

I) That a representative of the business of f i ce  should be Included appears i n  

the draft which we received. It seems sanewhat out of place, however, in a 

regulation concerned p r i a a r i l y  with sa fe ty  and health considerations and the  

u t i l i t y  of proposed usesr 

+tu @cry as to uhy t he  suggested membership includes both a radiological 

safety of f i ce r  plus person8 experienced i n  "the safe w e  of radioactive 

materials  . - 
- 5 -  



F. Special  Requirements Applicable t o  Use of Sealed Sources 

of Radiation DevSces 

An authorizat ion for medical w e  (including any administration 

t o  hum= beings) of sealed sources such as, f o r  example, te le therapy 

units, beta appl icators ,  etc., w i l l  not  be issued unless it appears 

from facts s e t  f o r t h  in the  appl icat ion t h a t  

lo 

tion, the physician designated as the individual  user has had 

the applicant or, if the  application i s  made by an in s t i t u -  

special ized t r a in ing  i n  the therapeut ic  use of such devices o r  

has had experience equivalent to such t ra ining;  and 

2, 

s e t  f o r t h  i n  this regulat ionr  

the appl icat ion s a t i s f i e s  a l l  other applicable reqldreaenta 

11. Amend sec t ion  30.30 to  read a8 followst 

30.30 ISSUANCE OF AUTHORIZATIONS 

A. Upor! approval of an application, the commission w i l l  issue an 

Authorization for Radioisotope Procuremmt, Form AEC-374. The Autholelxa- 

t i on  s h a l l  be t h e  only va l id  approval for procurement, and I t a  issuance 

shall be based upon the representat ions mads i n  the appl icat ion and shall 

be subjec t  t o  and i n  accordance with the regulations i n  this p e r t  and 

the terns and conditions stated i n  the application. 

B, An Authorization for Raaioisotops Procurement issued by t he  

Commission is a "specif ica  authorizat ion unless the authoritation ex- 

pressly states that it Is a "general" authorltation. A spec i f i c  anth- 

or i sa t ion  authorizes procurement only of the radioisotopes spec i f ied  i n  

the authorization, i n  the quant i ty  or  quantities and for the spec i f i c  

- 6 -  
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w e  or uses designated therein. General authorisat ions are  issued only  

t o  i n s t i t u f i o n s  o r  commercial fixms. A general  authorization authorizes 

ths procurement of' any qnant i t7  of any radioiaotope of a t d c  Noo 3 t o  

111. Tie do not understand why t he  Isotopes Division proposes t o  amend 

section 30,2(a) i n  t h e  manner specif ied a t  the bottam of page 10 of the  

proposed amendments. 

IV. Re proposed amendment t o  sec t ion  30.13: 

We are som&at troubled by the flrst provlso i n  t h i s  proposed amendment, 

The first proviso contains an exception - "except as otherrrise p e w i t t e d  by 

the  regulations contained i n  t h i s   art." Although this merely continues t h e  

present language of e x i s t i n g  30.13(a), there i a  no other  provision of the 

regulation which 8ems t o  per ta in  t o  increases i n  the  rad ioac t iv i ty  of 

scheduled items or quant i t iese  

V. We would suggest revis ion of the proposed nem sec t ion  30.32 t o  read as 

follolra: 

30.32 EXPIRATION 

An authoriaat ion for  procurement of radioisotopes shall expire a t  

the end of the period s t a t ed  therein without t he  necessi ty  of notice or 

naming from the Conntission. The holder thereof shall nei ther  order nor 

++We have omitted from t h i s  suggested revis ion of proposed section 30.3s(b) 
the express statement as t o  renewal of general anthorlzations. 
necessary since,  ab we understand it, there  l a  an expiration date specified 
i n  AEC-371 (authorization form). 
other conditlons than merely review of the  appl icant (8  records and f a c i l i t i e s  
(e.g., the  appl icant(6 continuance of Its isotopes corni t tee ,  if it is  an 
i n s t i t u t i o n a l  user f o r  medical purposes). 

It seem un- 

Moreover, annual rrmmal is subJect t o  

- 7 -  



receive radiolsotopcs after t h e  e-spiratlon of such authorizat ion and no 

person s h a l l  transfer radioisotopes t o  another person af ter  the expira- 

t i on  da te  of the  other 's  authorization, m i r a t i o n  of a holder 's  auth- 

or iza t ion  does not affect h i s  authori ty  to r e t a i n  possession of previous- 

l y  acquired radioisotopes f o r  t h e  '1st o r  1-85 specif ied in the authorization 

and subject  t o  all the conditions incorporated thorein. 

(Note? The proposed amendment. c lar i f 'y ing sec t ion  30.32 along the  

foregoing l i n e s  persdta a person who acquired radioisotopes under a valid 

authorization to continue t o  hold and use those isotopes f o r  an Indef in i te  

period even though he is no longer authorized to procure addi t ional  Isotopes. 

Frun a policy standpoint, ne would be inc l ined  t o  question t h e  advisabi l i ty  

of this. 

f i ca t ion  for persd t t ing  holders t o  use an ex i s t ing  inventory of radio- 

iso+uopes during a l o n g s  period than that permitted f o r  procurepaent, i t  

would seem t h a t  eane safeguards should be provided t o  insure that such 

holder continnes to  adhere t o  a l l  heal th  and safety requlremmts,)  

We would suggest modification of the  proposed new sec t ion  3O.s& by in- 

Although we recognize tha t  i n  many cases there may be ample justi- 

VI. 

s e r t i n g  the words "or appropriate" after "necessary.w 

VII. 

proposed amendments includes some medical uses. 

?ifficuJ.ty, 

received from you would permit an a p p l i c m t  t o  use radioisotopes f o r  "qny 

research and develop.znt activity." Ths broad def in i t i on  of  "research and 

The broad dzf in ik ic r  of "research and developmentw contaiced i n  the 

This may give rise t o  

For example, the draft of amended sec t ion  30.35(a) which we 
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development" would pennit  some medical uses under this provision although 

t h a t  is  certainly not the intent of the Isotopes Division. 

ue sugges+ t h a t  the proposed def in i t ion  of  "research and developient" 

should not be added to the regulation or, if it is  added, that the follow- 

ing be added thweto: 

Accordingly, 

"provided that 'research and development' a8 used herein shall not be 

deemed to includo the administration of radioisotopes to human beings." 

- 9 -  
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TO : J. Wallace Ould, Assis tant  General DATE: December 10, 19.52 
Counsel, Oak Ridge Operations Office 
4TTENTION: H. S. Hiestand 

: Robert Louenstein, Attorney, 
Office of  the General Counsel, Washington 

suBF' PROPOSED AMENDMENTS TO RADIOISOTOPES R E G U T I O N S  
PROPOSED STABLE ISOTOPES REGULATIONS 

After discussing the  proposed amendments with Spar& Hiestand, 
'and with Steve Cobb during his recent visit t o  Wmhington, I 
prepared th8 attached suggested revision. As you will note, it 
is  not present ly  i n  a form appropriate f o r  publ icat ion i n  tha, 
Federal  Register. 

Examination of the proposed amendments and comparison with the  
Draft Znfomation #anuaI on Isotopds Dis t r ibu t ion  which WB had 
previously received from you disclosed a d e r  of seeming dis -  
crepancies t 

\ 

i n s t i t u t i o n  where he acquired his experience as evidence of  such 
experience. 
%ustn be submitted (see page 9)\. 

The proposed.Hanual s t a t e s  t h a t  such a c e r t i f i c a t e  

I diswssed t h i s ,  too, with Steve Cobb wfio suggests changing the 
Manual t o  conform t o  the proposed draft of regulation. 

applicant for gener 
must have received 
On the other bad, 
need have received 

de in aect ion 
on for reseaxc 

(page' 12) requires 
only a wreasonable 
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J. Wallace Ould - 2 -  December 10, 1952 

Steve Cobb suggests again tha t  the Manual be changed t o  conform t o  
the proposed amendment. 

4. 
includes a def in i t ion  of Ifdistributor" although the word does not 
seem t o  be used anywhere else i n  the proposed regulation. 
be deleted, 

The proposed new regulat ion covering stable isotope d i s t r ibu t ion  

It should 

5. 
isotopes are available on loan only, 
i n  the  draft of t he  new regulation. 
t i o n  was not included i n  the proposed regulation because it i s  expected 
t h a t  the electro-magnetically concentrated s tab le  isotopes will shortly 
be available i n  su f f i c i en t  supply t o  permit t h e i r  sale.  I c a l l  it t o  
youp a t ten t ion  only because you may wish t o  amend the proposed regula- 
t i o n  so as t o  expressly s e t  forth the f ac t  t h a t  some isotopes will be 
available on loan only. 

The Manual provides tha t  electro-magnetically concentrated s tab le  
No such provision is contained 

I understand t h a t  this r e s t r i c -  

6. 
i n  sect ion 31.2 of t he  proposed regulation, whereas sec t ion  31.20 l ists 
only six specific isotopes plus %1ectro=magnetically concentrated 
s t ab le  isotopes.n If the Isotopes Division does not contemplate making 
subs tan t ia l  additions t o  the l is t  of s tab le  ieotopes, I wonder if it 
would not be more appropriate t o  define s tab le  i S O t O p e 8  by reference 
t o  the isotopes present ly  l i s t e d  i n  31.20. 

I notice t h a t  there  i s  a very broad definition of s t ab le  isotopes 

7 
the  last two sentences on page 1 7  of t h e  Manual set forth certain re- 
s t r i c t i o n s  i n  addition t o  those mentioned above which you may w a n t  t o  
consider s e t t i ng  out i n  the regulation. 

Tn connection with electro-magnetically concentrated s t ab le  isotopes , 

Enclosure : 
Suggested Rev. of Proposed Amendment8 

CC: D r .  Chas. Dunham, B M ,  Washington 
S. G. English, Div. of  Res., Washington 

I O b 3 2 S b  



TO : J. Wallace Odd, Jr., Assis tant  General Counsel January 9, 1953 

FROM : T. R. Jones, Administrative Officer,  Isotopes Division 

SUBJECT: PROPOSED AMENDMENTS TO RAI)IOISOTOpEs REGULATIONS AND 
PROFOSED STABLE ISOTOPE, REGULATIONS 

Reference is made t o  memorandum of December 10, 1952, from 
Robert Lowenstein and t h e  attachment there to  suggesting c e r t a i n  
revis ions of the proposed amendments t o  radioisotopes regulations 
and s t ab le  isotopes regulations.  
memorandum and suggestions of the Sub-committee on Human Applications 
of the Advisory  Cormnittee on Isotopes Distribution, we have made a 
number of minor changes in our o r ig ina l  draft and are enclosing two 
copies f o r  your consideration. 

With respect t o  items 1 and 2 of the aforementioned memorandum tm 
are modirJring the  manual t o  conform with the proposed amendments. 
As regards items 3 and 4 we have subs t i tu ted  "reasonable" f o r  
"substant ia l"  on pages 8, 9,  and 10 of the regulat ions and have 
deleted the  de f in i t i on  of Wis t r ibu tor"  under t h e  s t a b l e  isotopes 
regulations.  As t o  items 5 and 7 of the memorandum we consider t h a t  
the basic  purpose of  the  regulations is t o  cover the  l icensing 
function of the Commission and the t r ans fe r  of AEC property, uhether 
by sale or  bailment, i s  control led by contract.  

I n  accordance with t h i s  

Zath reference t o  i t e m  6 of the mmorandum 31.2(c), changed t o  31.2(b), 
is intended t o  be a broad de f in i t i on  of "stable isotope" embracing 
not only the ore hundred and aeventy s t ab le  isotopes present ly  dis-  
t r i bu ted  by the Commission but other  isotopes uhich lnaqr becolpe 
available.  
isotopes generally avai lable  from the Commission and is included 
only f o r  informational purposes. 

31.20, on the other  hand, i s  mrely a statement of those 

Generally, we believe t h a t  our enclosed draft, as modified, i s  an 
accurate and congruent statement of the  c r i t e r i a ,  po l ic ies ,  and 
r u l e s  i n  current use by the  Tsotopes Division. 
suggested revis ion attached t o  lk. Lownstein 's  memo, although 
possessing m e r i t ,  i s  not a material improvement over the o r ig ina l  
draft s u W t t e d  by t h i s  o f f i ce  and i n  ce r t a in  respects  fails t o  
present f a i r l y  and accurately the purpose and i n t e n t  of our proposed 
amendments. Soare of the revisions proposed i n  t h a t  memorandum appear 
only t o  change words, o r  t o  revise t he  format of the regulations a8 
heretofore approved and publi'shed. Ue do not bel ieve the suggested 

In our opinion the 
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J. Wallace Odd,  Jr. - 2 -  January 9, 1953 

changes are necessary, and des i re  not t o  rev ise  the present format 
and organization of the sec t ions  of  t he  regulations.  

Without attempting a comprehensive analysis of Mr. Lowensteinfs 
suggested revision, and the questions raised therein,  t he  folloving 
points are  noted: 

30,21(a) 
appl icat ion unless it appears on the  bas i s  of f ac t s  set 

h t a t i o n  unduly restricts t'he Commission t o  consider 
only those facts set  fo r th  in the  application. 
matter of fac t  other  f ac to r s  are weighed i n  the  considera- 
t i o n  of  an application, including information obtained 
from job-site visits by our Advisory Field Service Branch. 
It appears undesirable t h a t  we should restrict  ourselves 
t o  consideration o f  only those facts patent on the  face 
of an application. 
d e t a i l s  of f a c i l i t i e s ,  instrumentation, etc. on each 
appl icat ion h e n  this information may already be in our 
files. 
draft. 

"The Commission vill not approve a domestic 

fo r th  i n  the appl icat ion that..." It appears t h a t  t h i  S 

As a 

It a l s o  seems unreasonable t o  require 

This restrictive provision appears throughout t h e  

The l a s t  sentence on page one would permit denial of an 
appl icat ion i f  it "would not be i n  the public interest ."  
I n  view of the s tud ies  made by your of f ice  regarding 
s ta tu tory  grounds f o r  r e f i s i n g  t o  issue an Authorization 
for Radioisotope Procurement, we question whether this 
off ice  has the discret ionary authori ty  t o  dew,  ipso  facto,  
an application as not being i n  the public i n t e re s t .  

With regard t o  annotations one and two on page five, it is  
t o  be noted t h a t  the  isotope committee required f o r  a general 
authorization ( f o r  research and development) need not include 
all of the  persons we have suggested -- representative of the  
business off ice ,  etc. Membership of the  Committee rests with 
the  i n s t i t u t i o n  involved. 
larger or more responsible users  do include the members w 
have mentioned. The rad io logica l  safety o f f i c e r  m a y  or may 
not be a member of the Committee. A business o f f i ce  repre- 
sentat ive can cont ro l  purchase of radioisotopes by es tab l i sh ing  
purchase order procedure, etc. The radiological  safety o f f i ce r  
m a y  or may not be e 
materials", but may 
Hence, an experienced person s h o d d  be on the  committee. 

As a matter of fac t ,  however, the  

r ienced i n  "the safe use of radioactive 
responsible f o r  t he  safety program. 

i O b 3 2 5 8  
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30.30(b) page 7 , states t h a t  %eneral Authorizations are 
issued on ly  t o  i n s t i t u t ions  o r  commercial firms." Aside 
from the f a c t  tha t  the word tlonly" i n t e r j e c t s  a l imi t a t ion  
on issuance of general authorizations not intended or iginal ly ,  
" ins t i tu t ions  o r  commercial firms" does not embrace all the 
types of groups o r  other e n t i t i e s  which may receive general 
authorizations.  The suggested rev is ion  i s  t o o  l imited,  

Item I I I ~  page 7. 
define more precisely, i n  r e l a t i o n  t o  the isotopes program, 
the persons who may ac t  f o r  the Commission - i.e. 
o f f i c i a l  t o  whom the Commission has delegated authority,  
and ( 2 )  any o f f i c i a l  t o  whom such authori ty  i s  delegated by 
a proper order, Among other advantages this eliminates the 
poss ib i l i t y  tha t  state heal th  o r  public heal th  o f f i c i a l s ,  
with whom we work closely i n  f l e l d  inspections, w i l l  be 
considered authorized representat ives  of the Commission. 

The purpose i n  amending 30,2(a) is  t o  

(1) an 

RIB, Re proposed amendment t o  sec t ion  30.13:" Under the 
first proviso of this sec t ion  a person possessing several 
exempt quant i t ies  i n  separate containers may not combine 
them except as otherwise permitted by the  regulations. 
houever, a t  a later date, he should apply f o r  an authorizat ion 
t o  permit him t o  combine these exempt quant i t ies  an authoriza- 
t i o n  could be issued t o  permit h i m  t o  do so. This i s  one 
i l l u s t r a t i o n  of several p o s s i b i l i t i e s  where the exception 
would be applicable. 

If, 

Note one, page 7. 
authorization i s  subject t o  review of the  appl icant ts  records 
and f a c i l i t i d s n  is an express statement of our pol$cy of 
reviewing f a c i l i t i e s  of a general authorizat ion holder before 
renewing the  authorization. Since there are no words of  
l imi ta t ion  such as "... subject  only t o  r e v i e w  of  the 
appl icant ls  records and f a c i l i t i e s , "  we can see no reason 
f o r  delet ing the statement merely because other fac tors  a lso  
w i l l  be taken in to  consideration. 

The statement tha t  "renewal of a general  

30.32 (V) Mote. 
t h a t  a user submit a new appl icat ion each gear f o r  unused 
radiomaterials in  his possession. 
t ions  each par would increase by several thousand. 
l i f e  of the  material and the fact t h a t  a person may possess 
the radioisotope f o r  several years, as ppposed t o  a few days, 
is taken i n t o  consideration i n  evaluating an application. 

It would be highly impracticable t o  require 

(1) The number of applica- 
(2) Palf-  
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( 3 )  Our Advisory Field Service Branch continues t o  inspect  
users of  fairly large quant i t ies  o f  long-lived or hazardous 
materials after the  expiration date of an authorization. 
(4) Expiration o f  an authorization does not exempt a 
radioisotope user from observing health-safety require- 
ments -- i .e. , enforceabi l i ty  of health-safety regulations 
or orders is not contingent upon t h e  user  possessing a 
val id ,  current authorization. 

The def ini t ion of "research and development" has been copied 
verbatim from the s ta tu tory  def ini t ion.  
of t he  Act speaks of "research and development" and "medical 
therapy" it seems evident t h a t  the fonner does not include 
the la t ter .  I n  the  in t e re s t s  of c l a r i t y ,  however, we have 
added a parenthet ical  statement t h a t  research and development 
as used i n  the  regulations does not include administration o f  
radioisotopes t o  human beings. 

Since Section 5(c)(2) 

Although our revis ion necessarily en ta i led  some minute deviations 
from provisions of t he  Manual, substantive discrepancies between 
the revised draft of the c r i t e r i a  and t he  Manual w i l l  be reconciled 
by changing the  Wanual. 

If your of f i ce  has no objections t o  the proposed regulations, 88 
modified, please forward the enclosed draft f o r  approval. I n  v i e w  
of t he  delay already encountered we s h a l l  appreciate any act ion on 
your part which v i l l  expedite clearance of t he  proposed regulations 
and place them before the  Commission f o r  consideration. 

T. R. Jones 

Enclosure: 
Proposed Regulations (Revised 1/2/53) (2 )  



office Memordndam UNITED STATES GOVERNMENT 

TO : Harold I,. Price, Acting General Counsel, DATE: January 4, 1953 
Washington 

FROM : J, W. Ould, Jr., Assistant General Counsel, 
0,ak Ridge 

S U B F :  PROPOSED AMENDMENTS TO RADIOISOTOPES RBGULATIONS AND PROPOSED 
STABLE ISOTOW REGULATIONS , 

I 

l3YlBOLt GC:OGH 

Reference memorandum, Lowensta3.n t o  Ould, 
on, and suggesting certain revisions of, proposred amrendwsnts t o  uad 

r 10, 1952, eo-nting 

Attached is a cow of a'memorandum 
answering the above lasBoraudm, and 
the proposed regulations prerioasly 

the 180t~pe8 nivision Fri the &relope 

organization o f  material or the format t o  be Collowed. 
regulations, of coume, were some time i n  the making and both Vaeh- 
ington and Oak Ridge actively participated in the development o f  
the format and language used. In the absence oq lllpportant de- 
f ic iencies  it would not seem desirable now to d e r t a k e  a mor- 

The original  

suggestion that 
on the basie o f  
this requirement 
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i n  es tab l i sh ing  a -- prima fac ie  basis  f o r  denial ,  we f e e l  it is  more 
than outweighed by the  objections s t a t ed  by the Isotopes Division. 
Thus, it i s  not des i red  t h a t  merely because the  appl icat ion s t a t e s  
the applicant meets the c r i t e r i a  an authorization w i l l  i s sue ;  or 
t h a t  consideration of the  application w i l l  be necessar i ly  l imited 
t o  those "facts" .  The administration of the program, heretofore, 
has been conducted on a bas i s  which permits - and nei ther  expressly 
nor by implicat ion would prevent - consideration of information how- 
ever obtained i n  determining whether or not the  applicant i s  quali-  
f ied.  

Ili3 a l s o  are  i n  doubt t h a t  AEC may refuse t o  grant an authorization 
when it Would not be i n  the public in te res t" ,  apar t  from the c r i t e r i a  
specif ied i n  the  Atomic Energy Act. 
Ye have previously made several  s tudies  on the au tho r i t i e s  of AEC 
under Section s ( c ) ( 2 ) ,  and had not concluded t h a t  a general  grant 
of authori ty  ex is ted  t o  deny applications on such a broad and d e -  
f ined ground. Moreover, we are concerned tha t  the  inclusion of a 
"public i n t e r e s t "  bas i s  of denial ,  i n  i tself ,  opens as a matter of 
routine consideration, an aspect of  the l icens ing  function which 
ought not t o  be avai lable .  A case of npubllc i n t e r e s t "  f a l l i n g  out- 
s ide other  es tab l i shed  or evident grounds for denia l  should be qui te  
rare .  
not appear t o  leave open an area of general concern; nor doesm~& 
omission deny the  eldstence of an area i n  which a general  "public 
i n t e r e s t "  test might be available.  
it would be preferable  not t o  a s se r t  the existence of this general 
bas i s  of refusal i n  the  regulations (and thereby makes i ts  use available 
administratively i n  arry case).  
a r i s e  when it is  desired t o  refuse an authorization t o  an applicant 
who meets all t he  s t a tu to ry  and regulatory requirements, M h e r  
consideration could be given t o  the Upublic i n t e r e s t "  t e s t ,  

(Lowenstein's memorandum, page 1). 

The omission of t h i s  ground i n  the published regulations d d  

From our standpoint, we believe 

Should a t  some future time a situation 

You Kill note the Isotopes Division requests our assis tance i n  ex- 
pediting clearance of the proposed regulations. 
differences of opinion, ye suggest i t  would be desirable  t o  c a l l  a 
meeting of the in t e re s t ed  divis ions t o  discuss and agree upon the 
vording t o  be used, Since the  proposed regulations were included 
as  appendices t o  the Manager's report  and suggested staff paper, w 
do not believe it will be necessary t o  rewrite e i t h e r  the report  or 
staff paper. 

If there  yet  remain 

There i s  one change, however, which will be required i n  the 
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staff paper Kith refemnce t o  the publication date  of the Isotope 
Distr ibut ion Information Manual. 
d i s t r ibu ted  - pending clearance and approval of the proposed 
regulations on which it is  based. 

This manual has not yet been 

We are advised addi t iona l  copies of the revised regulatory material 
are being forwarded through the  OR0 Manager t o  the  Director of 
Production, and copies K i l l  a l s o  be forwarded t o  the Research 
Division by the  Tsotopes Division. 

J. W. Ould, Jr. 

Enclosure : 
Memo, dtd.  1/9/53 

Hiestand: ga 



TO . : R, 911. Cook, Director, Division of Fmduction, DATE: October 27, 1952 
Washington 

FROM : S. R .  Sapirie, Manager, Oak Ridge Operations 

CRITERIA, pR0CED~”S FaR PROCURXENT OF ISOTOPES 
SUBJECT: 

SmBOL: OItGLH 

Enclosed herewith is a staff paper for submission to the Conrmissim 
providing for amendment of regulations governing radioisotape 
distribution and promulgation of regulations relat ive to stable 
isotope distribution. 

In accordance with- provisions of ‘pe Administrative Procedure ht, 
subject cr i ter ia  and procedures‘ should be published I n  the Federsl 
Register. 
paper be forwarded to the Commission for approval, 

b 1 

It is  recommended, therefore, that the enclosed- staff 

gnclosure: 
. Staff Paper 

Cy.: Dr. T: E. Johnson, Wmhington 
Dr, John C. Bugher, Washington 
bst .  General counsel (2 cys.) 

Hut ton: rmJ 
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ATOblIC ENEXGY COUISSION 

CRITERIA, PROSEDURES FOR PROCLREMSNT OF ISOTOFES 

A Report by the Manager of Oak Ridge Operations 

THE PROBLEM 

1. To consider amendment of regulations governing radioisotope? d is t r ibu-  

t ion ,  and promulgation of regulat ions per t inent  t o  s t ab le  isotope d is t r ibu t ion .  

EA CKGROUND 

2. On January 25, 1951, a t  m e t i n g  522, the  Commission aprroved recom- 

mendations of A3C 398. Subsequently, regulat ions control l ing the possession, 

use, transfer, and disposal of radioisotopes were published i n  the  Federal  

Regis ter  (16 F.R. 3251, April  13, 1951), codified i n  10 CFR, 1951 .suppl. 30. 

3. These regulations do not include c r i t e r i a  used by the  AEC i n  

evaluating applications f o r  radioisotopes,  nor procedural requirements f o r  

obtaining s t ab le  isotopes. 

DISCUSSION 

h. Applications for  radioisotopes present unique problems because of 

the  charac te r i s t ics  of t h a  mater ia ls  a-.d the d i f fe ren t  rad ia t ion  hazards 

associated with them. The complexity of these Frcblems i s  fur ther  magnified 

by the wide var ie ty  of purposes f o r  which the radioisotopes are t o  be used. 

I n  the  past ,  therefore,  i t  has been necessary t o  consider each q p l i c a t i o n  

on an individual  basis .  

5.  Cumulative exparience i n  e v a l u a t b g  applications has made it poss ib le  

t o  formulate c r i t e r i a  f o r  reviewing c e r t a i n  t p e s  o f  ' applications.  

c r i t e r i a  are based on recommendations of t he  Adviscry Committee on Isotope 

Dis t r ibu t ion  and the Subcommittee on Human Applications of the ACID. 

These 

These 



standards have been included i n  the  Isotopes Division "Information Ya,nual?l 

which i s  scheduled f o r  d i s t r ibu t ion  t o  a l l  isotope users  and other in te res ted  

persons on or  about November 15, 1952. 
. 

6. Section 3 ( a )  of the Administrative Procedure Act provides t h a t $  

?'Set. 3. Except t o  the extent  t h a t  there  is involved (1) any function 
of the United S ta t e s  requiring secrecy i n  t h e  public i n t e r e s t  or ( 2 )  any 
matter r e l a t ing  so le ly  t o , t h e  i n t e r n a l  management of an agency-- 

(a) Rules. Every agency s h a l l  separa te ly  state and current ly  
publ ish i n  the  Federal Regis ter  (1) descr ipt ions of i ts  cent ra l  and f i e l d  
organizations including delegations by t h e  agency of f i n a l  authori ty  and 
the establ ished places a t  which, and methods whereby, t h e  public may 
secure information or  make submit ta ls  o r  requests;  ( 2 )  statements of the 
general  course and method by which i t s  functions are  channeled and de- 
termined, including the nature and requirements of a l l  formal or  informal 
procedures available as w e l l  as forms and ins t ruc t ions  as t o  the scope 
and contents of all papers, reports ,  o r  examinations; and ( 3 )  substantive 
r u l e s  adopted as authorized by l a w  and statements of general pol icy o r  
i n t e rp re t a t ions  formulated and adopted by the  agency f o r  the  guidance of 
the  public, but not ru l e s  address3d t o  and served upon named persons i n  
accordance with law. 
t o  organization or procedure not so  published.'? 

No person s h a l l  i n  any manner be requi red  t o  r e so r t  

7. I n  order t o  comply with requirements of t he  Administrative Procedure 

Act, it wwld  appear t h a t  c r i t e r i a  f o r  evaluation of applications f o r  radio- 

isotopes should be published i n  the Federal Regis ter  and incorporated i n t o  the 

present  radioisotope d i s t r ibu t ion  regulations.  

be' published with reference t o  s t a b l e  isotope dis t r ibut ion.  

Similarly, regulations should 

The following 

drafts, Appendices '?A?? and W B t l  a r e  subn?itted f o r  consideration: 

( a )  APPENDIX 114" - Proposed Amendment of Pa r t  30 - Radioisotopes 

Dis t r ibu t ion  (10 CFR 30). The basic  purpose of these amendments i s  t o  

set  f o r t h  the c r i t e r i a  which the  AEC uses i n  evaluating applications f o r  

radioisotopes. Cr i t e r i a  or  standards which cannot be formulated with a 

s u f f i c i e n t  degree of def ini teness  and completeness t o  warrant publication 

f o r  public guidance are not included. 

modifications of presently establi.shed regulations. 

Appendix lfA" a lso  includes minor 

I l l u s t r a t i v e  of t h i s  

- 2 -  
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is the amendment of sect ion 30.13(a) s o  as t o  prohib i t  the use of exempt 

items or quan t i t i e s  i n  humans excapt as permitted under a va l id  Authoriza- 

t i o n  o f  t he  Commission. This is  i n  accord with recommendation of the Sub- 

committee on Himan Applications a t  meeting May 10-11, 195'2, t h a t  ". . . t he  

present statement o f  exempt quan t i t i e s  of radioisotopes i n  the Federal 

Regis ter  be amended t o  exclude human use." 

(b) APPENDIX "B" Par t  31 - h.oFOSed Rules - Stable Isotope Distribu- 

This p a r t  se ts  for th  ins t ruc t ions  and procedures governing the  pro- t ion.  

curement, use, and t ransfer  of Commission d i s t r ibu ted  s t ab le  isotopes. The 

- 

rules proposed are a statemmt of the procedures and policy which have 

been followed f o r  sometime. 

RECOMMENDATIONS 

8. It is  recommended t h a t  the Commission: 

a. Approve publication i n  the Federal  Regis ter  of Proposed Amend- 

ment of Part 30 -- Radioisotope Dis t r ibu t ion  (10 CFR 30) as contained - 
i n  Appendix "Aft, and Pa r t  31. 

as set f o r t h  i n  Appendix lW. 

Proposed Rules -- Stable  Isotope Distr ibut ion 

b. Note t h a t  t he  General Mm-ager w i l l  arrange f o r  such publication - 
i n  conformity with the FrOCedWe which allows f o r  a t h i r t y  day period 

af ter  i n i t i a l  publ icat ion f o r  rece ip t  o f  public comments and objections; 

C. Note t ha t ,  if after the  t h i r t y  day period, no subs tan t ia l  changes - 
are indicated,  t h e  General Manager w i l l  arrange f o r  t he  Regulations t o  be 

published i n  f i n a l  form. 

be submitted t o  t h e  Commission f o r  approval before rev is ion  of the Regula- 

If subs tan t ia l  changes are indicated, they w i l l  

t i ons  ; 

- 3 -  
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d. Note t h a t  t he  J o i n t  Cornittee on Atomic Energy will be informed 

of these act ions by appropriate l e t t e r  and a COFY of t h e  Regulations, as 

- 

prssent ly  apyroved, w i l l  be furllished the  Committee. 

LIST OF ENCLOSURES 

APPENDIX ''A" 

Proposed Amendment of Par t  30 -- Radioisotope Di s t r ibu t ion  (10 CFR 30). 

APPENDIX w31t 

Par t  31. Proposed Rules -- Stable Isotope Dis t r ibu t ion  

- L -  



Notice is hereby given that a d e p t h n  of the fo l lowing  ru les  is contem- 

plated.  A l l  in te res ted  persora whn &sfre to submii, cmxmnts and suggestions 

for consideration by the Geaerai Mamger of %?..e Atmic E n e q g  ComTRission i n  

connection with the proposed r d e s  s?.aX. spnd tkem to the  &p?e~al. Manager, 

United S ta t e s  Atomic Energy Conmission, Washin-gton 25, 0. C., within 30 days 

after publication o f  this notice  i n  t5e Federal Register. 

amended by addition o f  the follow2,c.g d s f i n f t i m s ,  r?rles, c r i t e r i a ,  ins t ruc-  

t ions,  and standards: 



the  applicant is equipped t o  handle sa fe ly  the quantity 

of radioisotope requested f o r  the proposed use by having: 

(1) Trained and exprierxed personnel; 

(2)  Suitable  equipment and fac i l i t i es  

(handling devices, work am.as, shields, m e a s u p -  

ing  and monitoring instruments) 
M E P I L H L  MERPP ( N U H A W  use) 

(b) f i d i o n  f o r  Radioisotope Frocumment, Form 
(USE Id HwRU5 . .  JM-VJNC fNwuIJAL 0 8  

AFC-374, w i l l  not be issued f o r  medical therapy--- 
&&en of radioisotopes t o  Irw?ansb&z@s f o r  research, diagnosis, 

and treatment) unless the applicant meets the following 

standards) tu I ) D p i r r o J  m mast s E ~  ~~m / N  ~ J M A W W H  (*J ABOOC : 

R h D f A I I b M  w w F & W ,  

> 

(1) 1nst.ituti.onal Use 
% L', I " T t i f y  f.;f,, 

(i) Isotope Committee. The medical 
1 ' I  r ' I  

I L J I C L (  f i D  

k -  L.' 5 

(4 - 
e , + i ,  ;, i n s t i t u t ion ,  hospital ,  c l m c ,  o r  

HA5 f i P W 1 U K - U  
other medical organization, a r t  

local i so tope  committee of at least  three 

members t o  evaluate all ppoposals for  r e sea~ch ,  

&tgnee&, and therapeut ic  use of radioisotopes 
D I A U  0 5 T I L  

within tha t  i n s t i t u t ion .  

Committee should i n d u d e  e x p r t  in 

Membership of  thc 
Ptirsr C I W S  

int8rn%b rnedLci.nc,, hematology, therapentic 

radiology, and a person experienced i n  assay 

of radioisotopes and protect ion against  ionfzing 

radiations,  

(ii) C l i . n i c a l  F a c i l i t i e s .  The medical 

i n s t i t u t i o n  shall possess adequate facil i t ies 

- 6 -  
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for the c l i n i c a l  care of  patients,- 

( i i i )  m r i e n c f t  . The pfiysiciar, 

designated on the  appl icat ion as t he  

individual  user stall have,,experience i n  

the &h&ee& use of  radioisotopes -' 
SJBSTWTICL L 

f l o W C D  IN n v m w  * 

A 

t'ne handling and administration 
wucRE R P P L l c A s ~ a  C L f U l i a ~  

of  radioisotopes; and thhanagement  of 
I . RRDlOALrldC P m E A / T _ S ,  / A  

f -. . .  The physician shal l  be 
I ,  

L <  *. , 

, I  

t I F  L l icensed by a state or t e r r i t o r y  o f  t he  

United S ta tes  t o  dispense drugs i n  t h e  
c '  - i '  , ,4 

pract ice  o f  medicine. 

(2) Individual Use or Private Practice 

Clinical F a c i l i t i e s .  The physician 

shal l  have access t o  a hospi ta l  possessing 

adequate f a c i l i t i e s  t o  hospi ta l ize  and monitor  
/ 

~ ~ w c r n u J  

radioactive pat ients  whenever it i s  advisable. 

( i i )  Ekperience. The physician sha'll 

ha;- SW-L ,, z i e n c e  i n  the d&&ed. 
IU nvn4rLs; 

use of radiois  o t o p s ,  the 

handling and administration of  radioisotopes; 

and theLm-&Gge%ent of . The 

physician shall furnish su i tab le  evidence of 

such experience &statement from the  local 

isotope committee i n  the i n s t i t u t i o n  whem he 

-- -I__- - PROP35 E D  

WWU Arr t tL f iBLeA'++  R+p,.Arri#P rfirlEWrs. 

/ h  

1 (  
acquired h i s  experience, indicat ing i t s  amount 

- 7 -  
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and nature, may be submitted as evidence 

of such experiencj. The physician s h a l l  

be l icensed by a s ta te  o r  t e r r i t o r y  of t h e  

United S t a t e s  t o  dispense drugs i n  the  

prac t ice  of medicine 

(3) Medical Use of Sealed Sourcea. The physician 

shal l  have special ized t ra in ing  i n  the  therapeutic use 

o f  the radioactive device considered ( te le therapy unit , 
beta  appl icator+,  etc.) ,  OP s h a l l  have experience 

equivalent t o  such t r a f n i n 9  AMP U c  “ccu+ED B y  FI S 7 n m  

I 

0 4  T6Rflr047 O F  T Y C  vrJIrCb 5TaW5 Ta O J S P I Y C C  DRUos t# T i f c  P # H ~ T I L ~ -  
OF 4 c P ~ c t u i  - 

30.35 General Authorizations. Most authorizations a re  issued 

f o r  the procurement of a specif ied quant i ty  of a s ingle  radioisotope 

f o r  a spec i f ic  use. Under ce r t a in  circumstances, however, “General” 

authorizations are issued t o  hospitals,  i n s t i t u t ions ,  universities, 

laboratories,&and commercial. firms for  the  procurement of  any quantity 

of any radioisotope of atomic number 3 t o  83 inclusive: 

y E 0 I L /C NO 6~5, (rbvs(zUln WT A 6 t - L  I U, 

(a)  General Authorizations f o r  Research and Development . 
A General Authorization f o r  research and development permits 

the applicant t o  use radioisotopes a t  a spec i f ied  loca t ion  

fo r  any research and development ac t iv i ty .  To qualify fo r  

such a general  authorizat ion the applicant s h a l l  have: 
R rn) W A D  LE 

(1) Received a &&zmhal number of 

Authorizations f o r  Radioisotope Procurement f o r  

a va r i e ty  of  radioisotopes f o r  a var ie ty  of  

research and development uses. 

- 8 -  
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(2) Established an isotope committee 

(composed of such pessms as a mdfologfca-1 

safe ty  off icer ,  a representative of the 

business off ice ,  and o m  o r  more ~ ~ I . S C ~ S  

t ra ined or  experienced i n  the! safe use of 

radioactive materials 1 which will reviev 

and approve, i n  advance o f  purchase of 

radioisotopes, propcsals for use cf ~ a d i o -  

isotopes 0 

permits the a2plicant t o  use radioisotopes 
nuns*s 

at  a specified loca t ion  f o r  any d&&e&L use,, approved by 

the ,fso\ope committee, s# . 
To qualify f o r  such a general authorization, the appl icant  

L CA t f C D l c 4 L  

Authorizations f o r  Radioisotope Procurement for 

a var ie ty  of radioisotapes f o r  a variety of use5 

. 

. 

. 
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which w i l l  review and approves in advance 

of purchase of radfoisotopes,  proposals f o r  

a&&&d. use of  radioisotopes inA-. 
HOHPIMLIs. 

(3) Appointed a radiological safe ty  

applicant t o  purchase quant i ty  o f  any radioisotope f o r  

processing, resale and d i s t r ibu t ion  t p  other authorized 

persons. To qualie f o r  such a general authorization the 

applicant shall  have: 
VFASrrun BCE 

(1) Received a s&&mtkd number of 

Authorizations for Badicesotope Procurement 

f o r  processing, resale, and dis t r ibu t ion  of 

a var ie ty  of radioisotopes. 

applicant 's  records and facilities by the Cominission, 

Sect ion 30.2 (a) is hereby aaefidd by delet ion of t he  c l ause ,~"o r  i ts  

duly authorized representative .e and subs t i tu t ing  therefor  the  following: 

"or a q r  o f f i c i a l  t o  whom the Co;lrmi3ision delegates a function, 

pouer, or authori ty  refemsd t o  i n  t h i s  regulation, and includes 

any official t o  whom all o r  aqy part of such function, power, or 

author i ty  is delegated by .a p~eper 

l o b 3 2 1 4  



Section 30.13 is hereby amended by de le t ion  of sub-section 30.13 (a)  

and subs t i t u t ing  therefor  the folloKing sub-section: 

"30.13 

inclusive,  do not apply t o  any item l i s t e d  i n  30.70 (Schedule A) 

nor t o  any quant i ty  l i s t e d  i n  30.71 (Schedule B): 

that  no person sha l l ,  except as otherwise permitted by the 

Items and Quantit ies (a)  Sections 30.20 through 30.53, 

Provided, 

regulations contained i n  t h i s  Part ,  e f f e c t  an !ncrease i n  

the r ad ioac t iv i ty  of said scheduled items or quant i t ies  by 

adding other  radioactive material  thereto,  by combining the  

radioisotopes from two o r  more such items o r  quant i t ies ,  o r  

by a l t e r i n g  them i n  any other manner so as t o  increase thereby 

the r a t e  of  rad ia t ion  exposure of himself or others above the 

original r a t e  therefrom; provided fur ther ,  tha t  no person 

shal l  administer external ly  OF in te rna l ly ,  or  d i r e c t  the 

adminis t ra t ian of, sa id  scheduled items o r  quant i t ies  t o  a 

human being for  any purpose, including but not l imi ted  t o  

diagnostic,  therapeutic,  and research purposes, except as 

permitted by a va l id  authorization." 

Sections 30.32, 30.40, and 30.54 are hereby amended by delet ion of 

sa id  sect ions i n  t h e i r  e n t i r e t y  and subs t i t u t ing  therefor  the following: 

"30.32 Expiration, For purposes of procurement of radio- 

isotopes,  an Authorization s h a l l  be va l id  only for the  

period s t a t e d  thereon and it s h a l l  expire a t  t he  end of 

such period without the  necessity of notice or warning 

fram the  Commission, The holder thereof s h a l l  nei ther  

order nor receive radioisotdpes after the  expirat ion date 



of said Authofization and no pwsc.n shall t r ans fe r  radio- 

isotopes t o  another p m o n  a f t e r  the expirat ion date of  s a i d  

t ransferee ' s  au thor iza t ionon 

m30.40 Limitations. No person shall poss~ss, use, CF tmnsfek  

radioisotopes except as pemi%ted by a va l id  Authorization from 

the  Commission OF as otherwise permitted by t he  regulations i n  

t h i s  Part. This  l imi ta t ion ,  however, does not negate o r  n u l l i o  

the r igh t  of possession and use of radioi.sotopes duly and timely 

ordered and received under authoyity o f  a va l id  Authorization, 

When t ransfer r ing  

isotopes, t he  t r ans fe ro r  shall. 1Mt delivery t o  the locations,  

materials, and quant i t ies  stated i n  the t ransferee ' s  Authorization." 

nonexempt items or quant i t ies  of radio- 

"3O.a Inspections and Tests. Each person who possesses o r  

uses radioisotopes s h a l l  permit the Cornmission, at  a l l  reasonable 

times, t o  make such inspections and t e s t s  as the Commission deems n r p d o r w w t -  

O R  necessary f o r  enforcement of the regulations i n  t h i s  Part ,  

including but  not l imi ted  t o  inspections and tests of (a )  radio- 

isotopes being used, (b) f a c i l i t i c s  wherein r a d i o i s o t o p s  are 

used o r  stored, ( c )  r ad ia t i en  detestior), and personnel monitoring 

instruments, (d) equipment OP dmices u t i l i z i n g  radioisotopes o r  

used i n  connection with the u t i l i z a t i o n  of  radioisotopes, and 

(e) radioisotope waste disposal methods . w 
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APPENDIX ttEtt 

'JNITED STATES 

ATOMIC ZNERGY COMMISSION 

'JNITED STATES 

ATOMIC ENERGY COMMISSION 

PART 31. PROPOSZD R U L E S  - STABLE ISOTOPE D I S T R I B U T I O N  

Notice i s  hereby given t h a t  adoption of t h e  following rules i s  contemplated. 

All in te res ted  persons who das i r e  t o  submit comnents and suggestions f o r  con- 

s idera t ion  by the General Manager of the Atomic Energy Commission i n  connection 

with the  proposed rules s h a l l  send them t o  t h e  General Manager, United S ta t e s  

Atomic Energy Commission, Washington 25, D. C., wi thin 30 days after publica- 

t i o n  of t h i s  notice i n  the  Federal  Register. 

PART 31 - STABLE I S a T O p E  DISTRIBUTION 

GENZRAL PROVISIONS 

31.1 Scope 

31.2 Definit ions 

31.3 Amendment 

31.11 Communications 

EXZhETI OMS 

31.10 Persons Operating Commission-owned F a c i l i t i e s  

31.11 Transfer t o  the  Commission 

31.12 Carriers 

PROCUREMENT OF STABLE ISOTOPES 

31.20 Available Stable Isotopes 

31.21 Filing Application 

- 13 - 
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POSSESSION, mNSFER, USE 

31.30 Limi ta t ions  

nI STRI RVT I O N  POLICY 

31.4.0 General 

- a -  

1'0 b 3 2 1 8  



31.1 - Scope. The regulations I n  t h i s  r a r t  e s t ab l i sh  instruct ions and 

F T O C e d U r e S  governing the procurement, del ivery,  possesskn ,  use, and t r ans fa r  

of stable isotopes or iginat ing i n  or procured from f a c i l i t i e s  of the Commission. 

31.2 Definit ions.  As used i n  t h i s  part:: 

(a )  Commission. ftCommissiontl means the United Statbes Atomic Energy 

Commission created by the Atonic  dnirgy Act of 1946, or  any o f f i c i a l  

t o  whom the Commission delegates a function, powar, or authority re fer red  

t o  i n  t h i s  regulation, and includes any o f f i c i a l  t o  whom a l l  or any p a r t  

of such function, FoEr ,  or authori ty  is  delegated by a proper order. 

t 
I< . 

- 

I 

1 -  ’ . /  f J  

,. 
1. 

the d i s t r ibu t ion  of s tab le  isotopes f o r  h e  Cominission. 
i 

_. - (4  Stable Isotope. “Stable Isotope” means a na tura l ly  occurring -------- 

isotope of an element of atomic number 82 or  less. 

(Q- Person. ltPersonn means any individual,  ccrporation, partnership,  

f i r m ,  association, t r u s t ,  es ta te ,  public o r  p r iva te  ins t i tu t ion ,  group, 

the  United S ta t e s  or any agency thereof, any government othgr than the  

United States, any p o l i t i c a l  subdivision of any such government, and any 

l egal  successor, representative,  agent, o r  agency of the foregoing, o r  

other  en t i ty ,  but  s h a l l  not include the  Commission o r  of f icers  or  employees 

of the Commission i n  the exercise of duly authorized functions. 

31.3 Amendment. Nothing ir! this pa r t  sha l l  l i m i t  t he  au thor i ty  of t h e  

Commission t o  i ssue  o r  amend i ts  regulat ions i n  accordance with l aw.  

- 15 - 



31.h Communications . A l l  communications about t he  regulations i n  t h i s  

pa r t  o r  any approved reaues t  issued under them should be addressed t o  the 

United S ta tes  Atomic Ensrgy Commission, Post Office Box E, Oak Ridge, Tennessee, 

Attentionr Isotopes Division. 

EXEMPTIONS 

31.10 Persons Operating Commission-owned F a c i l i t i e s .  The regulations i n  

this p a r t  do not apply t o  persons t o  the extent t h a t  such persons operate 

Commission-owned f ac i l i t i e s  i n  carryfng out programs on behalf of the Corn- 

inission. I n  such cases the acquisit ion,  t ransfer ,  use, and disposal of 

stable isotopes are governed by t h e  comrac ts  between such persons and the 

Commission and i n t e r n a l  bu l l e t in s ,  instruct ions,  and d i r ec t ives  issued by 

the Commission. 

31.11 Transfer t o  the Commission. The actions o f  any person i n  trans- 

ferring o r  del iver ing stable isotopes t o  t h e  Commission are not subject t o  

the regulat ions i n  t h i s  par t .  

31,12 Carriers Common and contract  ca r r i e r s  t ransport ing stable isotopes 

i n  the normal course of business are exempt from the  regula t ions  i n  t h i s  part.  

PROCUREMENT OF STABLE ISOTOPES 

31.20 Available Stable Isotopes. Concentrated stable isotopes prepared 

i n  Commission f a c i l i t i e s  are generally available, upon approval by the Com- 

mission, as follows: Deuterium, Oxygen 18, Helium 3, Boron 10, Boron 11, 

Argon 38, and electromagnetically-concentrated stable isotopes. 

31.21 F i l i ng  Application. Any person who des i res  t o  procure s tab le  

isotopes, as defined i n  t h i s  pa r t ,  s h a l l  f i l e  Stable  Isotope Request, Form 

- 16 - 



A , :  

ARC-100, with t he  Isotopes Division of the Commission specifying the use t o  

be made of the isotope and giving all other  information ca l led  for by the form. 

A separate request s h a l l  be completed f o r  each isotope. Copies of the form 

w i l l  be furnished upon request  t o  t h e  United States Atomic Energy Commission, 

Post Office Box E, Oak Ridge, Tennessee, Attantion: Isotopes Division. 

POSSESSION, TRANSFER, U S E  

31.30 Limitations. (a )  No person s h a l l  possess, use, or  transfer 
ea\(riuliltub IN 0 4  FROCVUCD f l d r (  P I ~ ~ c ( t i g  OF T H E  c o a r 1 1 5 ~ f e J  

- *  ' ,  i L /  r 

. - /  

s t a b l e  isotopes,,except as permitted by a Stable  Isotope Request approved by 
I '  

the Commission, or  as otherwise permitted by the  regulat ions in this part .  
,~ 
d \,, 

' ' 4L (b) Each person authorized by t h e  Commission t o  procure s t ab le - i so topes  
i 

shall confine h i8  use t o  the  locat ions and purposes approved by t h e  Commission 

on h i s  S tab le  Isotope Request, and such use i s  subject  t o  all applicable laws, 

regulat ions of the Commission, and terms and conditions s t a t e d  i n  t h e  applica- 

t i o n  or  made a p a r t  thereof.  

DISTRIBUTION POLICY 

31.40 General. Approval of a Stable Isotope Request is based upon 

a v a i l a b i l i t y  of  the requested isotope and f e a s i b i l i t y  of t h e  proposed use. 

- 17 - 
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UNITED STATES 

ATOMIC ENEFtGY COMMISSION 

PROPOSED AJIENDMENT OF PART 30 - RADIOISCTPOPE DISTRIBUTION (10 CFR 30) 

Notice is hereby given that  adoption of the follolrring rules is  contem- 

plated. 

f o r  consideration by the General Manager of the Atomic Energy Comraission i n  

connection wlth t h e  proposed rules s h a l l  send them t o  t h e  Oeneral Manager, 

United S ta t e s  Atomic Energy Commission, Washington 25, D. C., l r i thin 30 days 

after publication of t h i s  notice i n  the Federal  Register. 

A l l  in te res ted  persons who desire t o  submit c-ts and suggestions 

Pa r t  30 of Radioisotope Dis t r ibu t ion  Regulations (10 CFR 30) is hereby 

amended by addition of the fo l lming  de f in i t i ons ,  rules, c r i t e r i a ,  instruc-  

t ions ,  and standards: 

30.2 (1) nResearch and Development" means theo re t i ca l  analysis, 

exploration, and experimentation, and the  extension of inves t iga t ive  

f indings and theories of a s c i e n t i f i c  or technical  nature i n t o  p r a c t i c a l  

appl icat ion f o r  experimental and demonstration purposes, including the 

experimental production and testing of models, devices, equipment, 

materials,  and processes. (Besearch and Development as used herein does 

not include the in te rna l  or ex te rna l  administration of radioisotopes,  or 

the rad ia t ion  therefrom, t o  human beingsj .  

30.23 Experience and F a c i l i t i e s  

(a)  General. An Authorization f o r  Radioisotope Rocurement, 

Form AEC-374, -11 not be issued unless the applicant is  equipped 

- 5 -  
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t o  handie safe ly  the  quantity of radioisotope requested for the 

proposed use by having o 

(1) Trained and experienced personnel! 

( 2 )  Suitable equipment and f a c i l i t i e s  

(handling devices, work areas, shields, measur- 

ing and monitoring instruments). 

(b) Medical Therapy (human use). An Authorization for Radio- 

isotope Procurement, Form &C-37&, w i l l  not be issued f o r  medical 

therapy (use i n  humans involving in t e rna l  o r  external  administration 

of radioisotopes, or the rad ia t ion  therefrom, t o  humans f o r  research, 

diagnosis, and treatment) t d e s s  the  applicant meets the following 

standards i n  addition t o  those se t  forth i n  paragraph ( a )  above: 

(1) Ins t i t u t iona l  Use 

( i )  Medical Isotope Committee. The medical 

ins t i tu t ion ,  hospi ta l ,  c l i n i c ,  or  o ther  medical 

organization, has appointed a local isotope committee 

of a t  least three members to evaluate all proposals for 

research, diagnostic, and therapeut ic  use of radioisotopes 

within t h a t  ins t i tu t ion .  Membership of the cormaittee 

should include physicians expert  i n  in te rna l  medicine, 

hematology, therapeutic radiology, and a pt rson 

experienced i n  assay of radioisotopes and protection 

against  ionizing radiations.  

( i i )  C l i n i + l  F a c i l i t i e s  . The medical i n s t i t u t i o n  

s h a l l  possess adequate faci l i t ies  for the  c l i n i c a l  care 

of pat ients  . 
- 6 -  



( i i i )  Ekperience. The physician designated on 

the appl icat ion as the  individual user s h a l l  have 

subs tan t ia l  experience i n  the proposed use of radio- 

isotopes i n  humans; the handling and administration 

of radioisotopes;  and, where applicable, t he  c l i n i c a l  

management of radioactive patients.  

s h a l l  be l icensed by a state or t e r r i t o r y  of the 

United S ta t e s  t o  dispense drugs i n  the pract ice  of 

The physician 

medicine . 
(2) Individual Use or R i v a t e  Pract ice  

(i) Clinical  Fac i l i t i es .  The physician 

s h a l l  have access t o  a hospi ta l  possessing adequate 

faci l i t ies  t o  hospi ta l ize  and monitor the physician's 

radioact ive pa t ien ts  whenever it i s  advisable. 

(ii) Experience. The physician shall have 

subs t an t i a l  experience i n  the proposed use of radio- 

isotopes i n  humans; the handling and administration 

of radioisotopes;  and, where applicable, the c l i n i c a l  

management of radioactive pat ients .  

furn ish  su i t ab le  evidence of such experience ( a  statement 

f r o m t h e  l o c a l  isotope committee i n  the i n s t i t u t i o n  &ere 

he acquired h i s  experience, indicating its amount and 

nature, may be submitted as evidence of such experience). 

The physician s h a l l  be l icensed by a state or t e r r i t o r y  

of the United S ta tes  t o  dispense drugs i n  t he  pract ice  

of medicine. 

The physician sha l l  

I O b 3 2 8 4  
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(3 )  Yedicol Use of Sealed Sources. The phjrsioim 8h.U 

have special ized t r a in ing  i n  the therapeutic w e  of thb radio- 

actitre device considered ( te le therapy nit, beta applicator,  

etc.) ,  or shall have experience equivalent t o  such t ra ining,  

and shall be l icensed by a s t a t e  or territory of the United 

Sta t e s  t o  dispense dmgs i n  the pract ice  of gsdicine. 

30.35 General Authorirsations. Most authorizations are ieeued 

for the procurement of a specified quant i ty  of a eingle radioisotope 

for a spec i f i c  use. Under certain circumstances, however, Weneraln 

authorizations are issued t o  hospitab,  i n s t i t u t ions ,  universities, 

l abora tor ies ,  medical schools, government agencies, and comaeruial firms 

fer the procurement of any quant i ty  of any radioisotope of atomic numbem 

3 t o  83 inclusive: 

(a) General Authorizations for Research and Development. 

General h t h o r i z a t i o n  for research and development permits 

the applicant t o  use radioisotopes a t  a specif ied locat ion for auy 

research and development ac t iv i ty .  To qualjfy f o r  such a general  

authorization the  applicant s h a l l  have; 

(1) Received a reasonable number of Authorizations 

f o r  Radioisotope Procurement f o r  a va r i e ty  of radioisotopes 

f o r  a va r i e ty  of research and development uses. 

(2) Established an isotope committee (composed 

of such persons as x rad io logica l  s a fe ty  o f f i ce r ,  a 

representat ive of t he  business off ice ,  and one or more 

persona t ra ined  or experienced in t h e  safe  use of radio- 

act ive mater ia ls)  which w i l l  review and approve, i n  

- 8 -  
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advaxe of purchase of radioisotopes,  propos'als fo r  use 

of radioisotopes . 
(3)  Appointed a rad io logica l  sa fe ty  o f f i ce r  who 

will advise on o r  be avai lable  for advice and assis tance 

on radiological safety problems. 

(b) General Authorizations for Medical Therapy (human me). 

A General Authorization for medical therapy permits the  applicant 

t o  use radioisotopes a t  a specFfied loca t ion  f o r  any use i n  humans 

approved by the  loca l  medical isotope c o d t t e e .  To qua l i fy  f o r  such 

a general  authorization, the applicant s h a l l  haver 

(1) Received a reasonable number of Authorizations 

for Radioisotope Procurenrent fo r  a var ie ty  of radioisotopes 

f o r  a va r i e ty  of uses i n  humans. 

(2) Established a medical isotope committee (see # 30.23 
( b ) ( l ) ( i )  above) which rill review and approve, in advance 

of purchase of radioisotopes, proposals f o r  use of radio- 

isotopes i n  humans. 

(3)  Appointed a r ad io log ica l  safety o f f i ce r  who 

w i l l  advise on or be ava i lab le  f o r  advice and assistance 

on radiological safety problems. 

(c )  General Authorizations for Processing. A General 

Authorization for  processing radioisotopes praits the applicant 

t o  purchase any quantity of any radioisotope for processing, 

resale and d is t r ibu t ion  t o  other  authorized persons. 

for such a general authorization the applicant s h a l l  have: 

To qualify 
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(1) Raceived a reasonable number of Authorizations 

f o r  Radioisotope Procurement f o r  processing, resale, and 

d i s t r ibu t ion  of  a va r i e ty  of radioisotopes.  

(2 )  Appointed a rad io logica l  safety o f f i ce r  who 

will advise on or  be avai lable  for advice a d  assis tance 

on radiological safety problems . 
(d) Renewal of Genera Authorizations. Renewal of a general 

authorization i s  subject t o  review of the appl icant ' s  records and 

f a c i l i t i e s  by the Commission. 

Section 30.2 (a )  is  hereby amended by delet ion o f  the  clause, "or its 

duly authoriaed  representative.^ and subs t i tu t ing  therefor  t h e  following: 

nor any o f f i c i a l  t o  whom the Commission delegates a function, 

power, o r  au thor i ty  re fer red  t o  i n  t h i s  regulation, and includes 

any o f f i c i a l  t o  whom all or  any pa r t  of such function, power, or 

authori ty  is delegated by a proper order.n 

Section 30.13 i s  hereby amended by de le t ion  of sub-section 30.13 (a)  . 
and subs t i tu t ing  therefor  t h e  following sub-section: 

n30.13 Items and Quantities (a) Sections 30.20 through 30.53, inclusive,  

do not apply t o  any item l i s t e d  i n  30.70 (Schedule A) nor t o  any quantity 

l i s t e d  i n  30.71 (Schedule B),o Provided, t h a t  no person sha l l ,  except as 

otherrrlse permitted by the regulations contained i n  t h i s  Part ,  e f f e c t  an 

increase i n  t h e  rad ioac t iv i ty  of sa id  scheduled items or quant i t ies  ty 

adding other radioactive mater ia l  thereto,  by combining the radioisotopes 

from two o r  more such items or quant i t ies ,  o r  by a l t e r ing  them i n  any 

other manner so as t o  hcrease thereby the r a t e  of rad ia t ion  exposure 

of himself o r  others above the  or ig ina l  rate therefrom; provided fur ther ,  

- 10 - 



that no person shall ariminis3er externally or  in te rna l ly ,  or d i r e c t  the 

administration of,  s a i d  scheduled items or quant i t ies  t o  a human being 

for any purpose, including but not l imited t o  diagnostic, therapeutic, 

and research purposes, except as permitted by a va l id  authorization." 

Section 30.32, 30.40, and 30.54 are hereby amended by de le t ion  of sa id  

sect ions i n  t h e i r  en t i r e ty  and subst i tut ing therefor  the follarring: 

n30.32 Expiration. For purposes of procurement of radioisotopes, 

an Authorization s h a l l  be va l id  o n l y  for the  period s t a t ed  thereon 

and it s h a l l  expire a t  the end of such period without t he  necessi ty  of 

notice or warning from the  Conrmission. 

order nor receive radioisotopes after the expirat ion date  of sa id  Authori- 

zat ion and no person s h a l l  t r ans fe r  radioisotopes t o  another person 

after the expirat ion date  of sa id  transferee's  authorization." 

The holder thereof s h a l l  neither 

w30.h0 Limitations. No person s h a l l  possess, use, or t r ans fe r  radio- 

isotopes except as permitted by a val id  Authorization from the  C d s a i o n  

or as otherwise permitted by the regulations in this Part. This U t a t i o n ,  

however, does not negate or nullify the right of possession and use of 

radioisotopes duly and timely ordered and received under authori ty  of a 

va l id  Authorization. 

of radioisotopes, the  t ransferor  s h a l l  l i m i t  delivery t o  the  locations, 

%en t ransfer r ing  any nonexempt i t e m s  o r  quant i t ies  

materials, and quant i t ies  stated i n  the  t ransferee 's  Authorization." 

n30.54 Inspections and Tests. Each person who possesses or uses 

radioisotopes shall perndt t he  Commission, a t  a l l  reasonable tirms, 

t o  make such inspections and t e s t s  as the Commission deems appropriate 

or necessary f o r  enforcement of the regulations i n  t h i s  Par t ,  including, 

but not  l imited to, inspections and tests of (a) radioisotopes being 
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used, (b)  f a c i l i t i e s  whsrein radioisotopes are used or stored, (c )  

radiation detection and personnel' monitoring instruments, (d) equip- 

ment or devices u t i l i z ing  radioisotopes or used in connection with the 

ut i l i za t ion  of radioisotopes, and (e) radioisotope w a s t e  disposal 

methods." 

1 
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APPENDIX "B" 

UNITED STATES 

ATOMIC ENEROY C O W S S I O N  

PART 31. PROPOSED RULES - S T U U  ISOTOPE DISTRIBUZTON 

Notice i s  hereby given t h a t  adoption of the following r u l e s  is contemplated. 

All i n t e re s t ed  persons who desire t o  submit comments and suggestions f o r  con- 

s idera t ion  by the General Manager of t h e  Atomic Energy Commission i n  connection 

w i t h  the proposed ru les  s h a l l  send them t o  t h e  General Manager, United S ta tes  

Atomic Energy Commission, Washington 25, D. C., wi thin 30 days after publica- 

t i o n  of t h i s  notice i n  the Federal Register.  

PART 31 - STABLE ISO"Ol% DISTRIBUTION 

CIENERU PROVISIONS 

31.1 Scope 

31.2 Definit ions 

31.3 Amendment 

31.4 Communications 

EXEMPTIONS 

31.10 Persons Operating Commission-med F a c i l i t i e s  

31.11 Transfer t o  the Commission 

31.12 Carriers 

RlOCUREMENT OF STABLE ISOTOPES 

31.20 Available Stable  Isotopes 

31.21 Filing Application 
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31.30 Limitations 

DISTRIBUTION POLICY 

31.40 General 
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31.1 

procedures 

GENERAL ROVISIONS 

Scope. 

governing the procurement, delivery, possession, use, and t r ans fe r  

The regulat ions i n  t h i s  p a r t  es tab l i sh  ins t ruc t ions  and - 

of s t ab le  isotopes or iginat ing i n  or procured from f a c i l i t i e s  of the Commission, 

31.2 Definitions. As used i n  t h i s  par t ;  

(a) Commission. "Commission* means the  United S t a t e s  A t o m i c  Energy 

Commission created by the Atomic Energy Act of 1946, o r  any o f f i c i a l  

t o  whom the Commission delegates a function, power, or au tho r i ty  re fer red  

t o  i n  t h i s  regulation, and includes any o f f i c i a l  tomhan all or  any p a r t  

of such function, pomr,  or authori ty  is  delegated by a proper order. 

(b) Stable  Isotope. nStable ISobpefi means a na tu ra l ly  occurring 

isotope of an element of atomic number 82 o r  less, 

(c )  Person. "Person" means any individual,  corporation, par tmrship ,  

f i r m ,  association, trust, estate, public or pr iva te  i n s t i t u t i o n ,  group, 

the United S t a t e s  or  any agency thereof,  any government other  than t h e  

United States ,  any p o l i t i c a l  subdivision of a w  such government, and any 

l ega l  successor, representative,  agent, or agency of t h e  foregoing, or  

other en t i ty ,  bu t  shall not include the  Commission o r  o f f i c e r s  or employees 

of the Commis&on i n  the exercise of duly authorized functions. 

31.3 dmendment. Nothing i n  t h i s  pa r t  s h a l l  limit the  au thor i ty  of the 

Commission t o  issue or amend i ts  regulations i n  accordance with law. 

31.4 Communications. A l l  communications about t he  regulations i n  t h i s  

p a r t  o r  any approved request  issued under them should be addressed to the 

United S ta tes  Atomic Energy Commission, Post Office Box E, Oak Ridge, Tennessee, 

Attention? Isotopes Division. 
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EXEMPTIONS 

31.10 Persons Operating Commission-owned Fac i l i t i e s .  The regulat ions i n  

t h i s  p a r t  do not apply t o  persons t o  t h e  extent t h a t  such persons operate 

Commission-owned f a c i l i t i e s  i n  carrying out programs on behalf of t he  Com- 

mission. I n  such cases the  acquis i t ion,  t ransfer ,  use, and disposal  of 

stable isotopes are governed by t h e  contracts  betmen such persons and t he  

Commission and in te rna l  bu l le t ins ,  instruct ions,  and di rec t ives  issued by 

t he  CoPaiasion. 

31.11 Transfer t o  the  Colmnission. The actions of any person in trans- 

fe r r ing 'or  delirering stable isotopes t o  the Commission are not subject to 

the regulat ions i n  this part. 

31.12 Carriers. Common and contract car r ie ra  tranaporting stable isotopes 

i n  the normal course of business are exempt f romthe  regulations in this part. 

P R m  OF STAELE IsCf!'Of%8 

31.20 Available Stable  Isotopes. Concentrated s tab le  isotopes prepared 

i n  Ccnnrdssion f a c i l i t i e s  are general ly  available, upon approval by the Com- 

mission, as follows: Deuterium, Oqygsn 18, Helium 3, Boron 10, &on 11, 

Argon 38, and electromagneticallpconcentrated stable  isotopes . 
31.21 Fi l ing  Application. Any person who desires  t o  procure s tab le  

isotopes,  as defined in  t h i s  par t ,  s h a l l  f i l e  Stable Isotope Request, Form 

AEC-100, with the Isotopes Division of the Commission specifying the use t o  

be made of the  isotope and giving a l l  other  information ca l led  f o r  by the form. 

A separate  request  s h a l l  be completed for each isotope. 

will be furnished upon request t o  the United Sta tes  Atomlc Psergy Commission, 

Copies of the form 

Post Office Box E, Oak Ridge, Tennessee, Attention: Isotopes Division. 
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FOSS3SSION, TRANSFER, USE 

31.30 Limitations. ( a )  No person s h a l l  possess, use, or transfer 

s t ab le  isotopes or iginat ing i n  or  procured from f a c i l i t i e s  of the Commission 

except as permitted by a Stable Isotope Request approved by t h e  Commission, or  

as otherwise permitted by the regulations i n  t h i s  part. (b) Each person 

authorized by t h e  Commission t o  procure stable isotopes s h a l l  confine h i s  use 

t o  the  loca t ions  and purposes approved by the  Commission on his Stable Isotope 

Request, and such use is subject  to a l l  applicable lms, regulations of t he  

Commission, and terms and conditions s t a t ed  i n  the application or  made a p a r t  

thereof. 

DISZRIBUTCON POLICY 

31.40 General. Approval of a Stable  Isotope Request i s  based upon 

a v a i l a b i l i t y  of the requested isotope and f e a s i b i l i t y  of t he  proposed use. 

- 17 - 
I 

. lob3294 


