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1. Lowenstein's draft merely changes wording and format of draft
forwarded by OR0O, October 27, 1952 and attempts a reorganization
of regulations already published. ILanguage in parts is not
suitable for publication.

2. His draft provides that "The Commission will not approve a
domestic application unless it appears on the basis of facts
‘set forth in the application that....". This restricts the
Commission to consider only those facts appearing in the
application and would prevent consideration of facts obtained-
from field visits.

3. The last sentence on page one would permit denial of an applica-
tion if it "would not be in the public interest." We don't have
such discretionary authority to withhold isotopes from a
properly qualified and equipped individual.

L. 30.30(b) -- "General Authorizations are issued only to institutions
or comnercial firms." This provision is too limiting. 4s an
example, government agencies holding general authorizations are
not institutions or commercial firms.

5. Lowenstein questioned our reason for amending 30.2(a) of the
present regulations. This change was made to spell out more
definitely the persons who may act for the Commission. Present
language in defining Commission closes with "or its duly
authorized representative." Our amendment requires that such
person be an official to whom the Commission has delegated
authority referred to in this regulations, including any official
to whom a1l or part of sucn authority is delegated by a proper
order.

6. Our statement on pagelO that "renewal of a general authorization
is subject to review of the applicant's records and facilities"

is merely a statement of policy and does not prevent the Com-
mission from considering other factors before renewing a general

authorization.
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7. He questioned the advisability of perritting a person o
continue using radioisotopes aftzr his authorization had
expired., Half-life of a radiolsotope is taken into con-
sideration when application is evaluated. laterials remain
sutject to health-salety standards, inspections, etc., even
though authorization has expired -- thus Lowenstein's fsars
that we are giving up control of long-lived radioisotopes is
groundless.

8. Other minor changes have been made in our revised draft.
30.23(b) was changed in accordance with recommendation of
the Sub-Corriittee on Hwman Applicatioans to make clear to
physicians that our use of the term "medical therapy”
included external irradiation of humans from radioisotopes
as well as the internzl adrinisiration of same.

S. Allan Lough

Hutton/ject
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SUGGESTIONS FOR THE REVISION OF PROPOSED AMENIMENTS TO RADIOISOTOPES

REGULATION

I. Amend section 30,21 to read as follows:

30,21 REQUIREMENTS FOR THE GRANTING OF APPLICATIONS

A, Requirements of General Applicability

The Commission will not approve a domestic application unless
it appears on the basis of facts set forth in the application that:
1, the rasdioisotope is requested for one or more of the
following purposes: research or development, medical
therapy, industrial uses, processing or making of com-
pounds, or such other useful applicetions as may be
developed; and
2. the applicant has suitable equipment and facilities for
the protection of health and safety (such as, for ax;mple,
handling devices, work areas, shields, measuring and moni-
toring instruments, etc,); and
3., the applicant has suitably trained and experienced
personnel and is otherwise qualified to use radicisotopes
for the requested purpose,
The Commission may deny any application for authorisation to procure
radioisotopes upon a finding that the application does not satisfy any
requirement specified in this regulation or that for some other reason

granting of the application would not be in the public interest,

10632450 -



B. Special Requirements Applicable to Medical Uses by

Institutions

An authorization for radioisotopes procurement (Form AEC-37L)
will not be issued to an institutional applicant for medical use® (in-
cluding any administration to human beings) unless it appears from facts
set forth in the application that

1, the application satisfies the general requirements set

forth in paragraph A of this section; and

2, the medical research institution, hospital, clinic, or

other medical organization has appointed**® a local isotope

committee of at least three members to evaluate all proposals
for research, diagnosis, and therapeutic use of radioisotopes
within that institution (membership of such committee to include
persons expert in internal medicine, hematology, therapeutic
radiolegy, and a person experienced in assay of radioisotopes
and protection against ionizing radiations); and

3. the institution possesses adequate facilities for the

clinical care of patients and for assaying, safe handling,

and disposal of radioisotopes; and

# You will note that we have omitted "Staff" in this revision. We have no
objection to its inclusion except that it seemed to us to be redundant,
## The draft amendment which we received states that the institution "shall®

appoint a committee,

1063241
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L, the physician designated on the application as the
individual user (Item 3, Form AEC-313) is licensed by a State
or territory of the United States to dispense drugs in the
practice of medicire, and has had experience in the clinical
use of radioisotopes for the uses proposed, the handling and
administration of radioisotopes, and the management of special
clinical cases; and

5. if the application is for a general authorization, the
applicant has (i) previously received a substartial number

of authorizations for radioisotopes procurement for a variety
of radioisotoves for a variety of medical uses; and (ii) ap-
pointed a radiological safety officer who will be responsible
for the safe handling of radioisotopess

Special Requirements Applicable to Medical Uses by

Individuals

An authorization for radioisotope procurement (Form ARC-37h)

will not be issued to an individual applicant for medical use (including

any administration to human beings) unless it appears from facts set

forth in the application that

10b3248

ls the application satisfies the general conditions specified
in section 30,21(a); and

2. the applicant is a physician licensed by a State or terri-
tory of the United States to dispense drugs in the practice of

medicine; and
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3. the applicant has access to a hospital possessing adequate
facilitlies to hospitalize and monitor radiocactive patients
whenever 1t is advisable; and

4. the applicant has had substantial experience in the clinical
use of radioisotopes for the uses proposed, the handling and
administration of radioisotopes, and the management of such
clinical cases, (The physician must furnish suitable evidence
of such experience with his application. A statement from the
local isotope committee in the inatitution where he acquired his
experience, indicating its amouné and nature, may be submitted
as evidence of such experience,)

Special Requirements Applicable to General Authorizations for

Use in Research and Development

A general authorisation for procurement of radioisotopes for

use in research and development {not involving their administration to

human beings) will not be issued unless it appears from facts set forth

in the application that:

1063249

l, the application satisfies the requirements specified in
section 30,21(a); ard

2. the applicant has received a substantial number of authore
izations for radiolsctopes procurement for a variety of radio-
isotopes for a variety of research and development uses; and
3. the applicant has established an isotope committee

(composed of such persons as a radiological safety officer,
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a representative of the business office,» and one or more
persons trained or experienced in the safe use of radioactive
materials#* who must review and approve, in advance of pur
chase of radioisotopes, proposals for use of radioisotopes; and
ke a radiological safety officer has been appointed who will
be responsible for the safe handling of radiolsotopes,

Special Requirements Applicable to General Authoriszations for

Use in Processigg

A general authorization for procurement of radiolsotopes for

use in processing will not be issued wnless it appears from facts set

forth in the application that

1, the application satisfies the general requirements set forth
in section 30,21(a); and

2, the applicant has received a reasonable mmber of author-
izations for radioisotope procurement for processing, resale,
and distribution of a variety of radioisotopes; and

3. the applicant has appointed a radiological safety officer

who will be responsible for the safe handling of radioisotopes,

% That a representative of the business office should be included appears in

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

regulation concerned primarily with safety and health considerations and the

utility of proposed uses,

## Query as to why the suggested membership includes both a radiological

safety officer plus persons experienced in "the safe use of radiocactive

materials,”

10632350
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F. Special Requirements Applicable to Use of Sealed Sources

of Radiation Devices

An authorization for medical use {including any administration
to human beings) of sealed sources such as, for example, teletherapy
units, beta applicators, etc., will not be issued unless it appears
from facts set forth in the application that

ls the applicant or, if the application is made by an institu-

tion, the physician designated as the individual user has had

specialized training in the therapeutic use of such devices or
has had experience equivalent to such training; and

2., the application satisfies all other applicable requirements

set forth in this regulation,

II., Amend section 30,30 to read as follows:

30430 TISSUANCE OF AUTHORIZATIONS

A. Upon approval of an application, the Commission will issue an
Authorization for Radioisotope Procurement, Form AFC-374. The Authoriza-
tion shall be the only valid approval for procurement, and its issuance
shall be based upon the representations made in the application and shall
be subject to and in accordance with the regulations in this part and
the terms and conditions stated in the application,

Be An Authorization for Radioisotope Procurement issued by the
Commission is a "specific® authorization unless the authorigation ex-
pressly states that it is a Mgeneral” authorization, A specific auth-
origation authorizes procurement only of the radioisotopes specified in

the authorization, in the quantity or gquantities and for the specific

1063231



use or uses designated therein, General authorisations are issued only
to institutions or commercial firms, A general authorization authorizes
the procurement of any quantity of any radioisotope of atomic Noe 3 to
83

III. We do not understand why the Isotopes Division proposes to amend

section 30.2(a) in the manner specified at the bottom of page 10 of the

proposed amendments,

IV. Re proposed amendment to section 30,13:

We are somewhat troubled by the first proviso in this proposed amendment,
The first proviso contains an exception — "except as otherwise permitted by
the regulations contained in this part," Although this merely continues the
present language of existing 30.13(a), there is no other provision of the
regulation which seems to pertain to increases in the radioactivity of

scheduled items or quantities,

Ve We would suggest revision of the proposed new section 30,32 to read as
follows:
30,32 EXPIRATION
An authorization for procurement of radiolsotopes shall expire at
the end of the period stated therein without the necessity of notice or

warning from the Commission, The holder thereof shall neither order nor

#We have omitted from this suggested revision of proposed section 30.35(b)
the express statement as to renewal of general anthorizations, It seems un-
necessary since, as we understand it, there 1s an expiration date specified
in AEC-374 (anthorization form). Moreover, annual renewal is subject to
other conditions than merely review of the applicant's records and facilities
(esgs, the applicant's continuance of its isotopes committee, if it is an
institutional user for medical purposes),.

-7 -
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receive radioisotopes after the expiration of such authorization and no
person shall transfer radioisotopes to another person after the expira-
tion date of the oﬁher's authorizations Expiration of a holder's auth-
orization does not affect his aunthority to retain possession of previous-
1y acjuired radioisotopes for the use or uses specified in the anthorization
and subject to all the conditions incorporated thereine .
(Note: The proposed amendment clarifying section 30,32 along the
foregoing lines permits a person who acquired radioisotopes under a valid
authorization to continue to hold and use those isotopes for an indefinite
period even though he is no longer authorized to procure additional isotopes,
From a policy standpoint, we would be inclined to question the advisability
of this, Although we recognize that in many cases there may be ample justi-
fication for permitting holders to use an existing inventory of radio~
isolopes during a longer period than that permitted for procurement, it
would seem that some safeguards should be provided to insure that such
holder continnes to adhere to all health and safety requirements,)
VI. We would suggest modification of the proposed new section 30,54 by in-

serting the words "or appropriate® after "necessary."

VII. The broad dafiniticr of "research and development" contained in the
proposed amendments includes some medical vses, This may give rise to
difficulty. For example, the draft of amended section 30,35(a) which we
received fram you would permit an applicant to use radioisotopes for "any

research and development activity.” The broad definition of "research and

1063253



development" would permit some medical uses under this provision although
that is certainly not the intent of the Isotopes Division. Accordingly,
we suggest that the proposed definition of "research and develorment”
should not te added to the regulation or, if it is added, that the follow-
ing be added thereto:
"provided that 'research and develovment'! as used herein shall not be

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

1063254
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Oﬁ?c‘e Memomndum e UNITED STATES GOVERNMENT

TO : J. Wallace Ould, Assistant General DATE: December 10, 1952
Counsel, Oak Ridge Operations Office
ATTENTION: H. S. Hiestand

FROM : Robert Lowenstein, Attorney,
Office of the General Counsel, Washington

SUBJECT: PROPOSED AMENDMENTS TO RADIOISOTOPES REGULATIONS
PROPOSED STABLE ISOTOPES REGULATIONS

- After discussing the proposed amendments with Sparky Hiestand,
: "and with Steve Cobb during his recent visit to Washington, I
prepared the attached suggested revision. As you will note, it
is not presently in a form appropnate for publication in the
Federal B.egister.

) Examination of the proposed amendments and comparison with the
: Draft Information Manual on Isotopés Distribution which we had
previously received from you disclosed a rmmber of seeming dis-
£ : crepanciesx

1. Section 30 23(a)(2) or t.he proposed amendrgente dogs not re- B
strict the kinds of uses which private pracﬁiti 2y
radioisotapea in %helr medical practices.’ O

~ proposed manual limits such use to routine d
(see page 8 of ‘the. Hmud) ¥ discussed this

- Cobb who advises that the Mammal should ?be
raised the question with Chuck m, ‘Biology
has also suggested that the Manual be changed

2. Section 30. 23(b)(2) of the proposed amendments provides that ‘
a physician who wants to use radioisotopes in his private pra.ctice
"may" submit a statement from the local isotopes committee in the -
institution where he acquired his experience as evidence of such
experience. The proposed.Manual states that such a certificate
"must® be submitted (see page 9). :

I discussed this, too, with Steve Cobb who suggests changing the
Manual to conform to the proposed draft of regulation.

“7
‘
:
¥
H
.

3. The proposed amendments provide in section 30.35(&) (1) that an
applicant for general authorization for research and development - .
must have received a Msubstantial" number of previous authorizations. &
On the other hand, thé Mamual (page’ 12) requires that the applicant/t™ .
need have received previonsl? Only a "reasonable",\ rurh

ations. e , LRl

10b3255 R S NI L : o
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Steve Cobb suggests again that the Manual be changed to conform to
the proposed amendment.

i. The proposed new regulation covering stable isotope distribution
includes a definition of "distributor" although the word does not
seem to be used anywhere else in the proposed regulation. It should
be deleted,

5. The Manual provides that electro-magnetically concentrated stable
isotopes are available on loam only. No such provision is contained
in the draft of the new regulation. I understand that this restric-
tion was not included in the proposed regulation because it is expected
that the electro-~magnetically concentrated stable isotopes will shortly
be available in sufficient supply to permit their sale. I call it to
your attention only because you may wish to amend the proposed regula-
tion so as to expressly set forth the fact that some isotopes will be
available on loan only.

6. I notice that there is a very broad definition of stable isotopes
in section 31.2 of the proposed regulation, whereas section 31.20 lists
only six specific isotopes plus "electro-magnetically concentrated
stable isotopes." If the Isotopes Division does not contemplate making
substantial additions to the list of stable isotopes, I wonder if it
would not be more appropriate to define stable isotopes by reference

to the isotopes presently listed in 31.20.

7+ In connection with electro-magnetically concentrated stable isotopes,
the last two sentences on page 17 of the Manual set forth certain re-
strictions in addition to those mentioned above which you may want to
consider setting out in the regulation.

Enclosure:
Suggested Rev. of Proposed Amendments

CC: Dr. Chas. Dunham, B&M, Washington
S. G. English, Div. of Res., Washington

10b323b
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J. Wallace Ould, Jr., Assistant General Counsel PATE: Jannary 9, 1953
T. R. Jones, Administrative Officer, Isotopes Division

PROPOSED AMENDMENTS TO RADIOISOTOFPES REGULATIONS AND
PROPOSED STABLE ISOTOPE K REGULATIONS

OIL:GLH

Reference is made to memorandum of December 10, 1952, from

Robert lLowenstein and the attachment thereto suggesting certain
revisions of the proposed amendments to radioisotopes regulations
and stable isotopes regulations. In accordance with this

memorandum and suggestions of the Sub-Committee on Human Applications
of the Advisory Committee on Isotopes Distribution, we have made a
number of minor changes in our original draft and are enclosing two
copies for your consideration.

With respect to items 1 and 2 of the aforementioned memorandum we
are modifying the manual to conform with the proposed amendments.

As regards items 3 and L we have substituted "reasonable" for
"gubstantial® on pages 8, 9, and 10 of the regulations and have
deleted the definition of ®"distributor® under the stable isctopes
regulations. As to items 5 and 7 of the memorandum we consider that
the basic purpose of the regulations is to cover the licensing
function of the Commission and the transfer of AEC property, whether
by sale or bailment, is controlled by contract.

With reference to item 6 of the memorandum 31.2(c), changed to 31.2(b),
is intended to be a broad definition of "stable isotope®" embracing

not only the one hundred and seventy stable isotopes presently dis-
tributed by the Commission but other isotopes which may become
available. 31.20, on the other hand, is merely a statement of those
isotopes generally available from the Commission and is included

only for informational purposes.

Generally, we believe that our enclosed draft, as modified, is an
accurate and congruent statement of the criteria, policies, and
rules in current use by the Isotopes Division. In our opinion the
suggested revision attached to Mr. Lowenstein's memo, although
possessing merit, is not a material improvement over the original
draft submitted by this office and in certain respects fails to
present fairly and accurately the purpose and intent of our proposed
amendments. Some of the revisions proposed in that memorandum appear
only to change words, or to revise the format of the regulations as
heretofore approved and published. We do not believe the suggested
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changes are necessary, and desire not to revise the present format
and organization of the sections of the regulations.

Without attempting a comprehensive analysis of Mr., Lowenstein's
suggested revision, and the questions raised therein, the following
points are noted:

30.21(a) "The Commission will not approve a domestic
application unless it appears on the basis of facts set
forth in the application that..." IU appears that this
limtation unduly restricts the Commission to consider
only those facts set forth in the application., As a
matter of fact other factors are weighed in the considera=-
tion of an application, including information obtained
from job-site visits by our Advisory Field Service Branch.
It appears undesirable that we should restrict ourselves
to consideration of only those facts patent on the face

of an application. It also seems unreasonable to require
details of facilities, instrumentation, etc. on each
application when this information may already be in our
files. This restrictive provision appears throughout the
draft.

The last sentence on page one would permit denial of an
application if it "would not be in the public interest.®
In view of the studies made by your office regarding
statutory grounds for refusing to issue an Authorization
for Radioisotope Procurement, we question whether this
office has the discretionary authority to demy, ipso facto,
an application as not being in the public interest,

With regard to annotations one and two on page five, it is

to be noted that the isotope committee required for a general
authorization (for research and development) need not include
all of the persons we have suggested -- representative of the
business office, etc. Membership of the Committee rests with
the institution involved. As a matter of fact, however, the
larger or more responsible users do include the members we

have mentioned. The radiological safety officer may or may

not be a member of the Committee. A business office repre-
sentative can control purchase of radioisotopes by establishing
purchase order procedure, etc. The radiological safety officer
may or may not be efggrienced in "the safe use of radiocactive
materials", but may responsible for the safetly progranm.
Hence, an experienced person should be on the committee.
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30.30(b) page 7, states that "General Authorizations are
issued only to institutions or commercial firms." Aside

from the fact that the word "only" interjects a limitation

on issuance of general authorizations not intended originally,
"institutions or commercial firms" does not embrace all the
types of groups or other entities which may receive general
authorizations. The suggested revision is too limited.

Ttem III, page 7. The purpose in amending 30.2(a) is to
define more precisely, in relation to the isotopes program,
the persons who may act for the Commission - i.e. (1) an
official to whom the Commission has delegated amthority,
and (2) any official to whom such authority is delegated by
a proper order. Among other advantages this eliminates the
possibility that state health or public health officials,
with whom we work closely in field inspections, will be
considered authorized representatives of the Commission.

"IV, Re proposed amendment to section 30.13:" Under the

first proviso of this section a person possessing several
exempt quantities in separate containers may not combine

them except as otherwise permitted by the regulations. If,
however, at a later date, he should apply for an authorization
to permit him to combine these exempt quantities an authoriza-
tion could be issued to permit him to do so. This is one
illustration of several possibilities where the exception
would be applicable.,

Note one, page 7. The statement that "renewal of a general
authorization is subject to review of the applicantt!s records
and facilities™ is an express statement of our policy of
reviewing facilities of a general authorization holder before
renewing the authorization. Since there are no words of
limitation such as ",.. subject only to review of the
applicant's records and facilities," we can see no reason
for deleting the statement merely because other factors also
will be taken into consideration.

30.32 (V) Note. It would be highly impracticable to require
that a user submit a new application each year for unused
radiomaterials in his possession. (1) The number of applica-
tions each year would increase by several thousand. (2) Half-
life of the material and the fact that a person may possess
the radioisotope for several years, as ppposed to a few days,
is taken into consideration in evaluating an application.
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(3) Our Advisory Field Service Branch continues to inspect
users of fairly large quantities of long-lived or hazardous
materials after the expiration date of an authorization.
(4L) Expiration of an authorization does not exempt a
radioisotope user from observing health-safety require-
ments -- i.e., enforceability of health-safety regulations
or orders is not contingent upon the user possessing a
valid, current authorization.

The definition of "research and development™ has been copied
verbatim from the statutory definition. Since Section 5(c)(2)
of the Act speaks of "research and development" and "medical
therapy" it seems evident that the former does not include
the latter. In the interests of clarity, however, we have
added a parenthetical statement that research and development
as used in the regulations does not include administration of
radioisotopes to human beings.

Although our revision necessarily entailed some minute deviations
from provisions of the Manual, substantive discrepancies between
the revised draft of the criteria and the Manual will be reconciled
by changing the Manual.

If your office has no objections to the proposed regulations, as
modified, please forward the enclosed draft for approval., In view
of the delay already encountered we shall appreciate any action on
your part which will expedite clearance of the proposed regulations
and place them before the Commission for consideration.

T. R. Jones

Enclosure:
Proposed Regulations (Revised 1/2/53) (2)
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. the proposed regulations previously submitted.

: Harold L. Price, Acting General Counsel, DATE: January 1, 1953

Washington

Jo. W. Quld, Jr., Assistant General Counsel,
Oak Ridge

PROPOSED AMENDMENTS TO RADIOISOTOPES REGULATIONS AND PROPOSED
STABLE ISOTOPE REGULATIONS

GC:0SH

Refersnce memorandum, Lowenstain to Ould, December 10, 1952, commenting
on, and suggesting certain revisions of, proposed amendmenta to and ‘
new regulations pertaining to the radioisotope and stable isotopa dia-

tribution programs earlier submitied by the Mr, ‘ te .

Attached is a copy of a memorandum preparad by the ‘Isotopes Di'd.sion
answering the above memorandum, and attaching -a revised copy of =
i'rhis rav;laion of the
earlier amendments and new material subwitbe ‘Lor. %

attachments therete.’ Inour opﬁ;lon these ,
and we concur in the revised attachments as'#y 1

seem unnecessary to rearrange the material proposed or publlca
tion for clarity or legal effect. - fOr

the Isotopes Division in the development of %% gulations,
havé endeavored to assure compliance with lsgal 'suthority and
clarity in the language used as it affects legil ‘obligatioris and
authorities. Beyond this we had not undertaken to direct the
organization of material or the format to be followed. The original
regulations, of course, were some time in the making and both Wash-
ington and QOak Ridge actively participated in the development of
the format and language used. In the absence of important de-
ficlencies it would not seem desirable now to undertake a reor-
ganization of the regulations. This certainly was part of the
motivating reason for proposing the amending'uterial in the se
quence and at the aections indieated. .

From our acquaintance with the objectives ‘

isotopes program, we are particularly concerned i
suggestion that applications will not be approved :
on the basis of facts set forth in the applica

i
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in establishing a prima facie basis for denial, we feel it is more
than outweighed by the objections stated by the Isotopes Division.
Thus, it is not desired that merely because the application states
the applicant meets the criteria an authorization will issue; or
that consideration of the application will be necessarily limited
to those "facts". The administration of the program, heretofore,
has been conducted on a basis which permits - and neither expressly
nor by implication would prevent - consideration of information how-
ever obtained in determining whether or not the applicant is quali-
fied.

We also are in doubt that AEC may refuse to grant an authorization
when it "would not be in the public interest®", apart from the criteria
specified in the Atomic Energy Act. (Lowenstein's memorandum, page 1).
We have previously made several studies on the authorities of AEC
under Section 5(c)(2), and had not concluded that a general grant

of authority existed to deny applications on such a broad and unde-
fined ground. Moreover, we are concerned that the inclusion of a
"public interest" basis of denial, in itself, opens as a matter of
routine consideration, an aspect of the licensing function which

ought not to be available. A case of "public interest" falling out-
side other established or evident grounds for denial should be quite
rare. The omission of this ground in the published regulations would
not appear to leave open an area of general concern; nor .does such
omission deny the existence of an area in which a general "publie
interest" test might be available. From our standpoint, we believe

it would be preferable not to assert the existence of this general
basis of refusal in the regulations (and thereby makes its use available
administratively in any case). Should at some future time a situation
arise when it is desired to refuse an authorization to an applicant
who meets all the statutory and regulatory requirements, further
consideration could be given to the "public interest™ test.

You will note the Isotopes Division requests our assistance in ex-
pediting clearance of the proposed regulations. If there yet remain
differences of opinion, we suggest it would be desirable to call a
meeting of the interested divisions to discuss and agree upon the
wording to be used. Since the proposed regulations were included

as appendices to the Manager's report and suggested staff paper, we
do not believe it will be necessary to rewrite either the report or
staff paper. There is one change, however, which will be required in the

10b32b2
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staff paper with reference to the publication date of the Isotope
Distribution Information Manual. This manual has not yet been
distributed - pending clearance and approval of the proposed
regulations on which it is based.

We are advised additional copies of the revised regulatory material
are being forwarded through the ORO Manager to the Director of

Production, and copies will also be forwarded to the Research
Division by the Isotopes Division.

J. W. Ould, Jr.

Enclosure:
Memo, dtd. 1/9/53

Hiestand:ga
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Ojﬁce Memomndum « UNITED STATES GOVERNMENT

To - : Re. W. Cook, Director, Division of Production, paTE: October 27, 1952
Washington

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

CRITERIA, PROCEDURES FOR PROCUREMENT OF ISOTOFES
i SUBJECT:
} SYMBOL: OI:CGIH

Enclosed herewith is a staff paper for submission to the Commission
providing for amendment of regulations governing radioisotope
distribution and promulgation of regulations relative to stable
isotope distribution,

In accordance with- provisions of ‘g.l?le Administrative Procedure Aot, !
subject criteria and procedures should be published in the Federal
Register. It is recommended, therefore, that the enclosed statf
paper be forwarded to the comission for approval.
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s. R. Sapirie
. - Enclosures
<. Staff Paper

' Cy.t Dr. T. H. Johnson, IaShington
Dr. John C. Bugher, Washington
Asst. Gensral Counsel (2 cys.)
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ATCMIC ENERGY COMMISSION

CRITERIA, PROCEDURES FOR PROCUREMENT OF ISOTOFES

A Report by the Manager of Qak Ridge Operations

THE PROBLEM
1. To consider amendment of regulations governing radioisotope distribu-

tion, and promulgation of regulations pertinent to stable isotope distribution.

BACKGROUND
2. On January 25, 1951, at meeting 522, the Commission aprroved recom-
mendations of AEC 398. Subsequently, regulations controlling the possession,
use, transfer, and disposal of radioisotopes were published in the Federal
Register (16 F.R. 3251, April 13, 1951), codified in 10 CFR, 1951 .Suppl. 30.
3. These regulations do not include criteria used by the AEC in
evaluating applications for radioisotopes, nor procedural requirements for

obtaining stables isotopes.

DISCUSSION

L. Applications for radioisotopes present unique problems because of
the characteristics of the materials and the different radiation hazards
associated with them, The complexity of these prcblems is further magnified
by the wide variety of purposes for which the radioisotopes are to be used,
In the past, therefore, it has been necessary to consider each application
on an individual basis.,

S. Cumulative experience in evaluating applications has made it possible
to formulate criteria for reviewing certain types of applications., These
criteria are based on recommendations of the Adviscry Ccmmittee on Isotope

Distribution and the Subcommittee on Human Applications of the ACID. These
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standards have been included in the Isotopes Division "Information Manual®
which is scheduled for distribution to all isotope users and other interested

persons on or about November 15, 1552,

6. Section 3 (a) of the Administrative Procedure Act provides thats

"Sec, 3. Except to the extent that there is involved (1) any function
of the United States requiring secrecy in the public interest or (2) any
matter relating solely to- the internal management of an agency--

(a) Rules, Every agency shall separately state and currently
publish in the Federal Register (1) descriptions of its central and field
organizations including delegations by the agency of final authority and
the established places at which; and methods whereby, the public may
secure informstion or make submittals or requests; (2) statements of the
general course and method by which its functions are channeled and de-
termined, including the nature and requirements of all formal or informal
proceduras available as well as forms and instructions as to the scope
and contents of all papers, reports, or examinations; and (3) substantive
rules adopted as authorized by law and statements of general policy or
interpretations formulated and adopted by the agency for the guidance of
the public, but not rules addresszd to and served upon named persons in
accordance with law, No person shall in any manner be required to resort
to organization or procedure not so published."

7. In order to comply with requirements of the Administrative Procedure
Act, it would appear that criteria for evaluation of applications for radio-
isotopes should be published in the Federal Register and incorporated into the
present radioisotope distribution regulations, Similarly, regulations should
be published with reference to stable isotope distribution. The following
drafts, Appendices "A" and WB" are submitted for consideration:

(a) APPENDIX "A" - Proposed Amendment of Part 30 - Radioisotopes

Distribution (10 CFR 30). The basic purpose of these amendments is to

set forth the criteria which the AEC uses in evaluating applications for
radioisotopes. Criteria or standards which cannot be formulated with a
sufficient degree of definiteness and completeness to warrant publication
for public guidance are not included. Aprendix "A" also includes minor

modifications of presently established regulations., Illustrative of this



is the amendment of section 30.13(a) so as to prohibit the use of exempt
items or quantities in humans except as permitted under a valid Authoriza-
tion of the Commission, This is in accord with recommendation of the Sub-
committee on Human Applications at meeting May 10-11, 1952, that ".,. the
present statement of exempt quantities of radioisotopes in the Federal
Register be amended to exclude human use.t

(b) APPENDIX "B" Part 31 - Proposed Rules - Stable Isotope Distribu-

tion, This part sets forth instructions and procedures governing the pro-
curement, use, and transfer of Commission distributed stable isotopes. The
rules proposed are a statement of the procedures and policy which have

been followed for sometime,

RECOMMENDATIONS

8. It is recommended that the Commissions

a. Approve publication in the Federal Register of Proposed Amend-

ment of Part 30 -- Radioisotope Distribution (10 CFR 30) as contained

in Appendix "A", and Part 31. Proposed Rules -- Stable Isotope Distribution

as set forth in Appendix "B",

b. Note that the General Manager will arrange for such publication

in conformity with the procedure which allows for a thirty day period
after initial publication for receipt of public comments and objections;
c. Note that, if after the thirty day period, no substantial changes
are indicated, the General Manager will arrange for the Regulations to be
published in final form. If substantial changes are indicated, they will
be submitted to the Commission for approval before revision of the Regula~

tions;
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d. Note that the Joint Committee on Atomlc Energy will be informed

of these actions by aprropriate letter and a copy of the Regulations, as

prasently aprroved, will be furnished the Committee,

LIST OF ENCLOSURES

APPENDIX "A®

Proposed Amendment of Part 30 -- Radioisotope Distribution (10 CFR 30).

APPENDIX "B"

Part 31. Proposed Rules -- Stable Isotope Distribution




AFPENDIX mA"
UNTTED STATES

ATOMIC ENERGI COMMISSTCN

PROPOSED AMENDMENT OF PART 3C - RADICISOTOFE DISTRIBUTION (10 CFR 30)

Notice is hereby given that adeption of the following rules is contem-
plated. All interested persons who dssire to submit comments and suggestions
for consideration by the General Manager of the Atomic Energy Commission in
connection with the proposed rules shall send them to the (eneral Manager,
United States Atomic Energy Commission, Weshington 25, D. C., within 30 days

after publication of this notice in the Federal Register.

Part 30 of Radioisotope Distributicrn Regulations (10 CFR 30) is hereby
amended by addition of the following dsfinitions, miles, criteria, instruc-
tions, and standards:

30.2 (1) "Research and Develorment" means theoretical analysis,

exploration, and experimentation;, and the externsion of investigative

* findings and theories of a scientific or technical nature into practical

AN
)

application for experimental and damenstration purposes, including the

- experimental production and testing of models, devices, equipment,

9t

< c s vscp HCREIMN DPOE€S wol (NCLupd
materials, and rocesses,( REsEARCH aND DLveLoPmEnT A

—— M THG (NTERNSL OR GXTERNAL ADATINISTRATICN BF RADioisoloPEs, O THC RABIATIW THERCFRorT,
‘ €wves ).

. wTeR
- Te H %.33 Experience and Facilitiss

po

PN STaav A
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the applicant is equipped to handle safely the quantity
of radioisotope requested for the proposed use by having:
(1) Trained and experienced personnel;
(2) Suitable equipment and facilities
(handling devices, work areas, shields, measur-

ing and monitoring instruments).

CHA
Horioz gy, MedicAL THERAPY (Numaw v SED

S g B sk Ay
ST Y b ‘ﬁ Authorization for Radioisotope Procurement, Form
O STC rihg
ﬂk. ¢ 'HM‘ ; ’ (use w HUMBNS INVOLVIN G INTERNAL 05

BRI Fr, '+ .y AEC=37h, will not be issued for medical therapy,
" oR THE RADIATION THEREFRoA,
BXTERVAL - AbmivisTRATION Hrien Of radioisotopes, to humansbeimgs for research, diagnosis,
and treatment) unless the applicant meets the following

sta.nda.rds§ IN RDPITION TP THOSE SET ForTH (N PARAegAPH (a) ABovE :

(1) St=ffar Institutional Use

T Ty THAT STAL.
. L T (i) Isotope Committee. The medical
A Mi<idnn

- - resesreh institution, hospital, clinic, or

Pt LA
HAS APPOINTTD
other medical organization, shaii—appoint a

local isotope committes of at least three
members to evaluate all proposals for research,
DIAGNOSTIC

, and therapeutic use of radicisotopes
within that institution. Membership of ths

PhMsicianS

Committee should include persens expert in
internal medicine, hematology, therapeutic
radiolegy, and a person experienced in mssay
of radioisotopes and protection against ionizing

radiations.

(ii) Clinical Facilities. The medical

institution shall possess adequate facilities

-6 -
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A

3

for the clinical care of patients,k and-for
assaying;safe-handling,—and-dispesal-of
radtoisotopes.

(iii) Experience. The physician
designated on the application as the

SUBSTANTIAL
individual user shall have Aexperience in

fRopos€D N HVITANS
the eirmteal use of radioisotopes,\fe;—the

uses—prepessdy the handling and administration

wc
of radioisotopes’ an/d;ch anagement of such-

RPDICACTWCE PATIEMTS ,
olinteal cases. The physician shall be

licensed by a state or territory of the
United States to dispense drugs in the
practice of medicine.

(2) 1Individual Use or Private Practice

(1) Clinical Facilities. The physician

shall have access to a hospital possessing
/
adequate facilities to hospitalize and monitor THE PHYS/CIAVS

radiocactive patients whenever it is advisable.

WF:"‘; PROPes €D
hav. seBsTany/al . arience in the clinmiesad
W HVIIANS,
use of radioisotopes,\ﬁo-p—t-he—uees—ppepeseéj the
handling and administration of radioisotopes;

where _,ﬁ”ﬂf’fl& Rapreactive PATIENTS
anji,\thebmanagement of sueh—erinical—eeases. The

physician shall furnish suitable evidence of
such experienceg (k statement from the local
isotope committee in the institution where he

acquired his experience, indicating its amount

-7 =
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and nature, may be submitted as evidence
of such experiencé. The physician shall
be licensed by a state or territory of the
United States to dispense drugs in the
practice of medicine,

(3) Medical Use of Sealed Sources. The physician

shall have specialized training in the therapeutic use

of the radioactive device considered (teletherapy unitf,

beta applicator?, etc.), or shall have experience

equivalent to such training, ANP sHALL BE LICENSED By A STATE

of TERR(TOAY oF THC¢ UMITED SFATUS T2 DISPENSE DRUGS t~ THE PRACTILY
OF MepiciweE -

30.35 General Authorizations. Most authorizations are issued

for the procurement of a specified quantity of a single radioisotope

for a specific use. Under certain circumstances, however, "General"

authorizations are issued to hospitals, institutions, universities,
MEPICAL SCHOoOLS, C-OVENAENT AGENCILS,

laboratories,Aand commercial firms for the procurement of any quantity

of any radioisotope of atomic number 3 to 83 inclusive:

(a) General Authorizations for Research and Development.

A General Authorization for research and development permits
the applicant to use radioisotopes at a specified location
for any research and development activity. To qualify for
such a general authorization the applicant shall have:
RCAS swABLE
(1) Received a substantial number of
Authorizations for Radioisotope Procurement for

a variety of radioisotopes for a wvariety of

research and development uses.

-8 -
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” cLp P Fe g € P '
> APfe 4nT (b)) General Authorizations for Medical w 7(“"’7“” VSE)

s

(2) Established an isotope committee
(composed of such perssns as a radiclogical
safety officer, a representative of the
business office, and one or more persons
trained or experienced in the safe use of
radioactive materials) which will review
and approve, in advance of purchase of
radioisotopes, propcsals for use of radio-
isotopes.

(3) Appointed a radiological safety

ADVise oA oA Bc AVA/LABLE Fuf ABVICE AND

officer who will

y RsSISTANE oN RApisLocicaL S5SAFETY PReBLEMS.

Rodiahootopéd,. A General Authorization for medical LLERATy

of-pediotsotupes permits the applicant to use radioisotopes

IN HvMANS

at a specified location for any ctintesl use,approved by
MCPICAL

the :{ég ope committee.spesified—in836+-23{oH i) above.
To qualify for such a general authorization, the applicant
shall have:
REASINAILE
(1) Received a substansisl number of

Authorizations for Radioisotope Procurement for

a variety of radioisctopes for a variety of vsés

oinical-sbudies in humans,

A MEpcaL 159TOPE
(2) Established an-isetepe committee -en-

buma.n_mes,_.as_stat-ed—‘rn@‘;(‘ 23(b) (l)L i:-ibove)

g

¥

it



which will review and approve, in advance

of purchase of radiocisotopes, proposals for

HUMAN S .
obbnieal use of radicisotopes innthe—insxitutlan.

(3) Appointed a radiological safety

OfFiceTwHes Witk RPVISE o~ OR B¢ AVAIAILE Fof RPVILE AND AssisTaNC
ON RADIsSo-itAL  SAFETY P AeoLeEMs

(¢) General Authorizations for Processing. A General

Authorization for processing radioisotopes permits the
applicant to purchase any gquantity of any radioisotope for
processing, resale and distribution to other authorized
persons. To qualify for such a general authorization the
applicant shall have:
geassvaBLE
(1) Received a substantiel number of
Authorizations for Radiocisotope Procurement
for processing, resale, and distribution of
a variety 6f radioisotopes.
(2) Appointed a radiological safety

Officel'a wHe will MPVISE 0a) oR OC AVAILADLY FOR RoVICY
anNe Ass/sTrANCY oA RADISLesicAL SAFCTY PROJLET S

(d) Renewal of General Authorizations. Annuwe: Renewal

of a general authorization is subject to review of the

applicant's records and facilities by the Commission.

Section 30.2 (a) is hereby amendad by deletion of the clause, "or its
duly authorized representative," and substituting therefor the following:

or any official to whom the Commission delegates a function,

power, or authority referred to in this regulation, and includes

any official to whom all or ary part of such function, power, or

authority is delegated by a proper order.t
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Section 30.13 is hereby amended by deletion of sub-section 30.13 (a)
and substituting therefor the following sub=-section:

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

inclusive, do not apply to any item listed in 30.70 (Schedule A)
nor to any quantity listed in 30.71 (Schedule B): Provided,
that no person shall, except as otherwise permitted by the
regulations contained in this Part, effect an ’ncrease in

the fa@ioactivity of said scheduled items or quantities by
adding other radiocactive material thereto, by combining the
radioisotopes from two or more such items or quantities, or

by altering them in any other manner so as to increase thereby
the rate of radiation exposure of himself or others above the

original rate therefrom; provided further, that no person

shall administer externally or internally, or direct the

administration of, said scheduled items or quantities to a

human being for any purpose, including but not limited to

diagnostic, therapeutic, and research purposes, except as

permitted by a valid authorization."

Sections 30.32, 30.40, and 30.5L are hereby amended by deletion of
said sections in their entirety and substituting therefor the following:

"30.32 §§Eiration. For purposes of procurement of radio-

isotopes, an Authorization shall be valid only for the

period stated thereon and it shall expire at the end of

such period without the necessity of notice or warning

fram the Commission. The holder thereof shall neither

order nor receive radioisotopes after the expiration date

mu-
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OR

of said Authorization and no person shall transfer radio-
isotopes to another person after the expiration date of said

transfereets authorization.”

"30.40 Limitations. No person shall possess, use, cr transfer
radioisotopes except as permitted by a valid Authorization from
the Commission or as otherwise permitted by the regulations in
this Part. This limitation, however, does not negate or nullify
the right of possession and use of radioisotopes duly and timely
ordered and received under authority of a wvalid Authorization.
when transferring any nonexempt items or quantities of radio-
isotopes, the transferor shall limit delivery to the locations,

materials, and quantities stated in the transferee's Authorization.®

®30.54 Inspections and Tests. Each person who possesses or

uses radioisotopes shall permit the Commission, at all reasonable

times, to make such inspections and tests as the Commission deems pepacrmare
necessary for enforcement of the regulations in this Part,

including but not limited to inspections and tests of (a) radio-

isotopes being used, (b) facilities wherein radioisotopes are

used or stored, (c) radiation detection, and persomnel monitoring
instruments, (d) equipment or devices utilizing radioisotopes or

used in connection with the utilization of radioisotopes, and

(e) radioisotope waste disposal methods.®
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APPENDIX "B"

UNITED STATES

ATOMIC ENERGY COMMISSION

PART 31. PROPOSED RULES - STABLE ISOTOPE DISTRIBUTION

Notice is hereby given that adoption of the following rules 1s contemplated.
All interested persons who desire to submit comments and suggestions for con-
sideration by the General Manager of the Atomic Energy Commission in connection
with the proposed rules shall send them to the General Manager, United States
Atomic Energy Commission, Washington 25, D. C., within 30 days after publica-

tion of this notice in the Federal Register,

PART 31 - STABLE ISOTOPE DISTRIBUTION
GENERAL PROVISIONS
31.1 Scope
31,2 Definitions
31.3 Amendment
31.L Communications
EXEMPTIONS
31,10 Persons Operating Commission-owned Facilities
31,11 Transfer to the Commission
31.12 Carriers
PROCUREMENT OF STABLE ISOTOPES
31,20 Available Stable Isotopes

31.21 Filing Application

- 13 =



POSSESSION, TRANSFER, USE
31,30 Limitations
DISTRIBUTION POLICY

31,L0 General

10b3278



GENERAL PROVISIONS

31,1 Scope. The regulations in this part establish instructions and

procedures governing the procurement, delivery, possession, use, and transfer

of stable isotopes originating in or procured from facilities of the Commission,

;ir or other facilities under a contract with the Commissi

31.2 Definitions., As used in this part:

(a) Commission. "Commission" means the United States.Atomic Energy
Commission created by the Atomic Snergy Act of 1946, or any official
to whom the Commission delegates a function, powsr, or authority referred
to in this regulation, and includes any official to whom all or any part

of such function, power, or authority is delegated by a proper order.

istributor. "Distriutor" means anX person toc the exdent that

such person engaged in operating Commission-o

\ 7

d laboratories, plants,

and is engaged\in
N

the distribution of stable isotopes for ¥he Commission.

(8? Stable Isotope, '"Stable Isotope" means a naturally occurring

isotope of an element of atomic number 82 or less,

(&) Person. "Person® means any individual, ccrporation, partnership,
firm, association, trust, estate, public or private institution, group,
the United States or any agency thereof, any government other than the
United States, any political subdivision of any such government, and any
legal successor, representative, agent, or agency of the foregoing, or
other entity, but shall not include the Commission or officers or employees
of the Commission in the exercise of duly authorized functions.

31,3 Amendment. Nothing in this part shall limit the authority of the

Commission to issue or amend its regulations in accordance with law,

1063219
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31.4 Communications. All communications about the regulations in this

part or any aprroved request issued under them should be addressed to the
United States Atomic Energy Commission, Post Office Box E, Qak Ridge, Tennessee,

Attention: Isotapes Division.

EXEMPTIONS

31.10 Persons Operating Commission-owned Facilities, The regulations in

this part do not apply to persons to the extent that such persons operate
Commission-omned facilities in carrying out programs on behalf of the Com~
mission. In such cases the acquisition, transfer, use, and disposal of
stable isotopes are governed by the cortracts between such persons and the
Commission and internal bulletins, instructions, and directives issued by
the Commission.,

31.11 Transfer to the Commission, The actions of any person in trans-

ferring or delivering stable isotopes to the Commission are not subject to
the regulations in this part.
31.12 (Carriers., Common and contract carriers transporting stable isotopes

in the normal course of business are exempt from the regulations in this part.

PROCUREMENT OF STABLE ISOTOPES

31,20 Available Stable Isotopes. Concentrated stable isotopes prepared

in Commission facilities 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 Filing Application. Any person who desires to procure stable

isotopes, as defined in this part, shall file Stable Isotope Request, Form

- 16 -
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ARC-100, with the Isotopes Division of the Commission specifying the use to

be made of the isotope and giving all other information called for by the form.
A separate request shall be completed for each isotope. Copies of the form
will be furnished upon request to the United States Atomic Energy Commission,

Post Office Box E, Oak Ridge, Tennessee, Attention: Isotopes Division,

POSSESSION, TRANSFER, USE

31 30 Limitations, (a) No person shall possess, use, or transfer
SRVCINATING (N OR PRO(VRED FRIA FACIUTIES of THE conmisscon

' f stable isotopes except as permitted by a Stable Isctope Request approved by

the Commission, or as otherwise permitted by the regulations in this part.

. s, (b) Each person authorized by the Commission to procure stable -isotopes

shall confine his use to the locations and purposes approved by the Commission
on his Stable Isotope Request, and such use is subject to all applicable laws,
regulations of the Commission, and terms and conditions stated in the applica-

tion or made a part thereof.

DISTRIBUTION POLICY
31.L0 General. Approval of a Stable Isotope Request is based upon

availability of the requested isotope and feasibility of the proposed use,

_17._
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APPENDIX "A™
UNITED STATES

ATOMIC ENERGY COMMISSION

PROPOSED AMENDMENT OF PART 30 - RADIOISOTOPE DISTRIBUTION (10 CFR 30)

Notice is hereby given that adoption of the following rules is contem-
plated. All interested persons who desire to submit comments and suggestions
for consideration by the General Manager of the Atomic Energy Commission in
connection with the proposed rules shall send them to the (eneral Manager,
United States Atomic Energy Commission, Washington 25, D. C., within 30 days
after publication of this notice in the Federal Register.

Part 30 of Radioisotope Distribution Regulations (10 CFR 30) is hersby
amended by addition of the following definitions, rules, criteria, instruc-
tions, and standards:

30.2 (1) "Research and Developmeni® means theoretical analysis,

exploration, and experimentation, and the extension of investigative
findings and theories of a scientific or technical nature into practical
application for experimental and demonstration purposes, including the
experimental production and testing of models, devices, equipment,
materials, and processes. (Research and Development as used herein does
not include the internal or external administration of radioisotopes, or
the radiation therefrom, to human beings),

30.23 Bxperience and Facilities

(a) General. An Authorization for Radioisotope Procurement,

Form AEC-37L, will not be issued unless the applicant is equipped

-5 -
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to handle safsly the quantity of radioisotope requested for the
proposed use by having:
(1) Trained and experienced personnelj
(2) Suitable equipment and facilities
(handling devices, work areas, shields, measur-
ing and monitoring instruments).

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

isotope Procurement, Form AEC-37L, will not be issued for medical
therapy (use in humans involving internal or external administration
of radioisotopes, or the radiation therefrom, to humans for research,
diagnosis, and treatment) unless the applicant meets the following
standards in addition to those set forth in paragraph (a) above:

(1) Institutional Use

(i) Medical Isotope Committee. The medical

institﬁtion, hospital, clinic, or other medical
organization, has appointed a local isotope committee

of at least three members to evaluate all proposals for
research, diagnostic, and therapeutic use of radioisotopes
within that institution. Membership of the committee
should include physicians expert in internal medicine,
hematology, therapeutic radiology, and a parson
experienced in assay of radioisotopes and protection
against ionizing radiations.

(ii) Clinical Facilities. The medical institution

shall possess adequate facilities for the clinical care

of patients.
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(iii) Bxperience. The physician designated on
the application as the individual user shall have
substantial experience in the proposed use of radio-
isotopes in humans; the handling and administration
of radioisotopes; and, where applicable, the clinical
management of radioactive patients. . The physician
shall be licensed by a state or territory of the
United States to dispense drugs in the practice of
medicine,

(2) Individual Use or Private Practice

(1) Clinical Facilities, The physician

shall have access to a hospital possessing adequate
facilities to hospitalize and monitor the physician's
radioactive patients whenmever it is advisable,

(ii) Experience. The physician shall have
substantial experience in the proposed.use of radio-
isotopes in humans; the handling and administration
of radioisotopes; and, where applicable, the clinical
management of radiocactive patients. The physician shall
furnish suitable evidence of such experience (a statement
from the local isotope committee in the institution where
he acquired his experience, indicating its amount and
nature, may be submitted as evidence of such experience),
The physician shall be licensed by a state or territory
of the United States to dispense drugs in the practice

of medicine,



(3) Medical Use of Sealed Sources. The physician shall

have specialized training in the therapeutic use of the radio-
active device considered (teletherapy unit, beta applicator,
etc.), or shall have experience equivalent to such training,
and shall be licensed by a state or territory of the United
States to dispense drugs in the practice of medicine,

30.35 General Authorizations. Most smthorizations are issued

for the procurement of a specified quantity of a single radioisotope
for a specific use, Under certain circumstances, however, "General®
authorizations are issued to hospitals, institutions, universities,
laboratories, medical schools, government agencies, and commercial firms
for the procurement of any quantity of any radioisotope of atomic number

3 to 83 inclusive:

(a) General Authorizations for Research and Development.

A General Authorization for research and development permits
the applicant to use radioisotopes at a specified location for any
research and development activity. To qualify for such a general
authorization the applicant shall haves
(1) Received a reasonable number of Authorizations
for Radioisotope Procurement for a variety of radioisotopes
for a variety of research and development uses,
(2) Established an isotope committee (composed
of such persons as *a radiological safety officer, a
representative of the business office, and one or more
persons trained or experienced in the safe use of radio-

active materials) which will review and approve, in

-8 -
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advanze of purchase of radiolsotopes, proposals for use
of radioisotopes.

(3) Appointed a radiological safety officer who
will advise on or be available for advice and assistance
on radiological safety problems.

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

A General Authorization for medical therapy permits the applicant
to use radioisotopes at a specified location for any use in humans
approved by the local medical isotope committee. To qualify for such
a general authorization, the applicant shall haves
(1) Received a reasonable number of Authorizations
for Radioisctope Procurement for a variety of radioisotopes
for a variety of uses in humans.
(2) Established a medical isotope committee (see 8§ 30.23
(v)(1)(i) above) which will review and approve, in advance
of purchase of radioisotopes, proposals for use of radio-
isotopes in humans.
(3) Appointed a radiological safety officer who
will advise on or be available for advice and assistance
on ragiological safety'problems.

(c) General Authorizations for Processing. A General

Authorization for processing radioisotopes permits the applicant
to purchase any quantity of any radioisotope for processing,
resale and distribution to other authorized persons. To qualify

for such a general authorization the applicant shall haves

10b328b



(1) Received a reasonable number of Authorizations
for Radioisotope Procurement for processing, resale, and
distribution of a variety of radioisotopes.

(2) Appointed a radiological safety officer who
will advise on or be available for advice and assistance
on radiological safety problems,

(d) Renewal of General Authorizations. Renewal of a general

authorization is subject to review of the applicant's records and
facilities by the Commission,
Section 30.2 (a) is hereby amended by deletion of the clause, "or its
duly authorized representative.,® and substituting therefor the followings
nor any official to whom the Commission delegates a function,
power, or authority referred to in this regulation, and includes
any official to whom all or any part of such function, power, or
authoriéy is delegated by a proper order."
Section 30,13 is hereby amended by deletion of sub-section 30.13 (a)
and substituting therefor the foll;wing sub-sections

n30,13 Items and Quantities (a) Sections 30,20 through 30.53, inclusive,

do not apply to any item listed in 30,70 (Schedule A) nor to any quantity
listed in 30.71 (Schedule B): Provided, that no person shall, except as
otherwise permitted by the regulations contained in this Part, effect an
increase in the radioactivity of said scheduled items or quantities by
adding other radioactive material thereto, by combining the radioisotopes
from two or more such items or quantities, or by altering them in any
other manner so as to increase thereby the rate of radiation exposure

of himself or others above the original rate therefrom; provided further,
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that no person Shall aaminister externally or internally, or direct the

administration of, said scheduled items or quantities to a human being

for any purpose, including but not limited to diagnostic, therapeutic,

and research purposes, except as permitted by a valid authorization,"

Section 30.32, 30.4O, and 30.54 are hereby amended by deletion of said
sections in their entirety and substituting therefor the following:

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

an Authorization shall be valid only for the period stated thereon

and it shall expire at the end of such period without the necessity of

notice or warning from the Commission. The holder thereof shall neither

order nor receive radioisotopes after the expiration date of said Authori-

zation and no person shall transfer radioisotopes to another person

after the expiration date of said transfereets authorization.®

"30,40 Limitations, No person shall possess, use, or transfer radio-
isotopes except as pefmitted by a valid Authorization from the Cosmission
or as otherwise permitted by the regulations in this Part. This limitation,
however, does not negate or nullify the right of possession and use of
radioisotopes duly and timely ordered and received under authority of a
valid Authorization. When transferring any nonexempt items or quantities
of radioisotopes, the transferor shall limit delivery to the locations,

materials, and quantities stated in the transferee's Authorization.n

"30.54 Inspections and Tests. Each person who possesses or uses

radioisotopes shall permit the Commission, at all reasonable times,
to make such inspections and tests as the Commission deems appropriate
or necessary for enforcement of the regulations in this Part, including,

but not limited to, inspections and tests of (a) radioisotopes being
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used, (b) facilities wherein radioisotopes are used or stored, (c)
radiation detection and personnel monitoring instruments, (d) equip-
ment or devices utilizing radioisotopes or used in connection with the

utilization of radioisotopes, and (e) radioisotope waste disposal

methods."
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APPENDIX "B"
UNITED STATES

ATOMIC ENERGY COMMISSION

PART 31. PROPOSED RULES - STABLE ISOTOPE DISTRIBUTION

Notice is hereby given that adoption of the following rules is contemplated.
All interested persons who desire to submit comments and suggestions for con-
sideration by the General Manager of the Atomic Energy Commission in connection
with the proposed rules shall send them to the General Manager, United States
Atomic Energy Commission, Washington 25, D. C., within 30 days after publica-

tion of this notice in the Federal Register.

PART 31 - STABLE ISOTOPE DISTRIBUTION
GENERAL PROVISIONS
31.1 Scope
31.2 Definitions
31.3 Amendment

31.4 Communications

EXEMPTIONS
31,10 Persons Operating Commission-owned Facilities
31,11 Transfer to the Commission

31.12 Carriers

PROCUREMENT OF STABLE ISOTOFES
31.20 Available Stable Isotopes

31.21 Filing Application
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POSSESSTON, TRANSFER, USE

31,30 Limitations

DISTRIBUTION POLICY

31.L0 General
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GENERAL PROVISIONS
31,1 Scope. The regulations in this part establish instructions and

dures governing the procurement, delivery, possession, use, and transfer

of stable isotopes originating in or procured from facilities of the Commission.

Commi

part

Unite

31.2 Definitions., As used in this part:

(a) Commission., "Commission* means the United States Atomic Energy
Commission created by the Atomic Energy Act of 1546, or any official
to whom the Commission delegates a function, power, or authority referred
to in this regulation, and includes any official to wham all or any part
of such function, power, or authority is delegated by a proper order.

{®) Stabie Isotope. "Stable Isotope" means a naturally occurring

isotope of an element of atomic number 82 or less,

(¢c) Person. f"Person" means any individual, corporation, partnership,
firm, association, trust, estate, public or private institution, group,
the United States or any agency thereof, any government other than the
United States, any political subdivision of any such govermment, and any
legal successor, representative, agent, or agency of the foregoing, or
other entity, but shall not include the Commission or officers or employees
of the Commission in the exercise of duly authorized functions.
31.3 Amendment. Nothing in this part shall 1limit the authority of the
ssion to issue or amend its regulations in accordance with law,

31.4 Commnications., All communications about the regulations in this

or any approved request issued under them should be addressed to the

d States Atomic Energy Commission, Post Office Box E, Oak Ridge, Tennessee,

Attentions Iéotopes Division,

1063292
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EXEMPTIONS

31.10 Persons Operating Commission-owned Facilities. The regulations in

this part do not apply to persons to the extent that such persons operate
Commission-owned facilities in carrying out programs on behalf of the Com-
mission. In such cases the acquisition, transfer, use, and disposal of
stable isotopes are governed by the contracts between such persons and the
Commission and internal bulletins, instructions, and directives issued by
the Commiasion.

31.11 - Transfer to the Commission., The actions of any person in trans-

ferring'or delivering stable isotopes to the Commission are not subjeet to
the regulations in this part.
31,12 cCarriers, Common and contract carriers transporting stable isotopes

in the normal course of business are exempt from the regulations in this part,

PROCUREMERT OF STABLE ISOTOPES
31,20 Available Stable Isotopes, Concentrated stable isotopes prepared

in Commission facilities 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 Filing Application. Any person who desires to procure stable

isotopes, as defined in this part, shall file Stable Isotope Request, Form
AEC-100, with the Isotopes Division of the Commission specifying the use to

be made of the isotope and giving all other information called for by the form,
A separate request shall be completed for each isotope. Copies of the form
will be furnished upon request to the United States Atomic Energy Commission,

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

31,30 Limitations, (a) No person shall possess, use, or transfer
stable isotopes originating in or procured from facilities of the Commission
except as permitted by a Stable Isotope Request approved by the Commission, or
as otherwise permitted by the regulations in this part. (b) Each person
authorized by the Commission to procure stable isotopes shall confine his use
to the locations and purposes approved by the Commission on his Stable Isotope
Request, and such use is subject to all applicable laws, regulations of the
Commission, and terms and conditions stated in the application or made a part

thereof.

DISTRIBUTION POLICY
31,40 General, Approval of a Stable Isotope Request is based upon

availability of the requested isotope and feasibility of the proposed use,
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