{ainer, and amount of radloactivity
per unit volume or unit mass at a des-
iznated referenced time;

“(6) The route of administration, if 1t
is for other than oral use;

(1) The net quantity of contents;

(8) An identifying lot or control num-
per from which it Is possible to deter-
mine the complete manufacturing his-
tory of the package of the drug;

(9) The name and address of the man-
ufacturer, packer, or distributor;

(10) The expiration date, if any;

(11) I the drug is intended for par-
enteral use, a statement as to whether
the contents are sterile;

(12) If the drug is for other than oral
use, the names of all inactive ingredients,
except that:

() Trace amounts of harmless sub-
stances added solely for individual prod-
uct identification need not be named.

(i) If the drug is intended for par-
enteral use, the quantity or proportion of
sll Inactive Ingredients, except that in-
gredients added to adjust pH or to make
the drug Isotonic may be declared by
pame and a statement of their effect; if
the vehicle §s water for injection, it nesd
not be named, Provided, hotever, That
in the case of containers too small or
otherwise unable to accommodate a label
with sufficient space to bear all such in-
{formation, the information required by
paragraph () (1) and (12) of this sec-
tion may be placed on the shielded con-
tainer only.

Effective date. This regulation sghall
become effective on July 25, 1976. This
date is necessary because of the various
effective dates set forth for specific
changes relating to the transitional regu-
lation of radioactive new drugs from the
Nuclear Regulatory Commission to the
Food and Drug Administration, and the
need for this reguiation to be in force as
soon @&s possible so that there will be
regulatory control over the safety and
effectiveness of all radioactive drugs.
(Sacs. 505, 701(a), 52 Stat. 1052-1043, ne
amended, 1055 (21 U.S.C. 355, 371(a)): the
Public Health Service Act (sec. 351, 58 Stat,
702, ns amended (42 U.8.0. 202) )

Dated: July 18, 1975.

A, M. ScHMmiInT,
Commissioner of Food and Drugs.

[ PR D00.76-19316 Filsd 7-24-75:8:45 am|]

[Docket No. 76N-0008)
RADIOACTIVE BIOLOGICAL PRODUCTS

Reassignment of Rerponsibility
By this regulation, the Commissioner
of Food and Drugs is

As a
result of this reassignment, manufac-
turers of radioactive biological products
will be required to comply with the re-
quirements for drugs (Including sub-
mitting new drug applications and pe-
riedie reports) for such products in lieu
of the requirements for biological prod-
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ucts (Including submitting establishment

and product license applications). All

future correspondence and submissions

regarding radioactive blological products

shall be directed to the Bureau of Drugs.

Thlsl - order becomes effective August 25,
975.

The Division of Biologics Standards
(DBS) was transferred from the Na-
tional Institutes of Health to the Food
and Drug Administration (FDA) and re-
named the Bureau of Biologics (notice of
which was published in the FEDERAL
Recister of June 29, 1972 (37 FR
12865) ). As the first step in effecting an
orderly transfer, the DBS was appended
to the FDA as a Bureau without any
realignment of overlapping or related
functions that had developed between
DBS and FDA based on historical, statu-
tory, and organizational distinctions.

Since the transfer of DBS to FDA, the
Commissioner has reviewed those activ-
itles that historically have been con-
ducted by DBS and the Bureau of Blo-
logics under section 351 of the Public
Health Service Act as well as those con-
ducted by the FDA, principally the Bu-
reau of Drugs, under the Federal Food,
Drug, and Cosmelic Act. He concludes
that there is a need for some reassign-
ment of activities regarding radioactive
drugs between the Bureau of Biologlcs
and the Bureau of Drugs to provide uni-
formity In processing and a focal point
for action within FDA for this category
of products.

The Bureau of Blologics currently ex-
ercises primary control over those radio~
active drugs which contain a biological
product in addition to a radionuclide;
such products have been subject to l-
cinsure under section 851 of the Public
Health Service Act. The Bureau of Drugs
regulates all other radioactive drugs.

Radioactive biologleal products, how-
ever, In addition to being subject to sec-
tion 351 of the Public Health Service Act,
are also "“drugs" and “new drugs" as
those terms are defined {n section 201 (g)
and (p), respectively, of the Federal
Food, Drug, and Cosmetic Act and are
therefore subject to the drug provisions
of the Federal Food, Drug, and Cosmetic
Act, including the new drug provisions.
Recognizing this dual jurisdiction over
blological products, the Department of
Health, Education, and Welfare decided
many years ago (prior to the transfer of
DBS to FDA) that to market a blological
product & manufacturer should not be
required to submit both a license appli-
cation under section 351 of the Public
Health Service Act and a new drug ap-
plication under section 505 of the Federal
Food, Drug, and Cosmetic Act. To re-
quire such dual submissions would have
resulted in unnecessary duplication of
effort, both by the manufacturer and by
the Department. Instead, to avoid such
duplication, only license applications un-
der section 351 of the Public Health Serv-
ice Act would be required. The new drug
regulations (21 CFR 310.4) were amend-
ed to state that a new drug would not be
deemed subject to the new drug provi-
sions of the Federal Food, Drug, and
Cosmetic Act if It is & drug licensed as a
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biological product under the Public
Health Service Act.

The Commissioner now concludes that,
since radioactive drugs, including radio-
active blological products, are drugs in
which the radioactive component is of
primary interest, all radioactive drugs
should be regulated through only one
Bureau to achieve uniformity of treat-
ment through a single contact point. The
Commissioner further concludes that the
Bureau of Drugs should be responsible
for all radioactive drugs because of its
existing organizational structure and
staffing. The Bureau of Biologics will
provide the Bureau of Drugs needed ex-
pertise with respect to the biological
component of radioactive biological
products and will test all samples of such
products that are submitted in support
of new drug applications.

As a result of this decision to transfer
responsibility for radioactive biological
products from the Bureau of Blologics to
the Bureau of Drugs, all future applica-
tions and submissions for radioactive
drugs, including radioactive bjological
products, shall be in the format and
follow the procedures prescribed in 21
CFR Part 314, For radioactive biological
products, the new drug appiication pre-
scribed in 21 CFR 314.1 will be deemed
to constitute the establishment and
product license applications required for
biological products; approval of the new
drug application shall be in lieu of fssu-
ing a product and an establishment
license, The requirement to submit new
drug applications is not expected to im-
pose any hardship on manufacturers of
radioactive blologicals, The evidence re-
quired to establish safety and effective-
ness are essentially the same for both
blological products and new drugs. These
are firms now holding biological product
licenses for radicactive blological prod-
ucts, and all of them also manufacture
other products requiring new drug ap-
plications. The impact on the regulated
industry should, therefore, not be signi-
ficant. The Commissioner advises that, If
any person is preparing a biological
product license application, he should
submit ft within 30 days in order to have
it processed in that form,

In addition, compliance with the pro-
visions of 21 CFR Part 314 shall be
deemed to constitute compliance with

‘the provisions of Subchapter F, the

biological product regulations, unless the
Commissioner makes a determination
that a particular regulation in Sub-
chapter F shall be applicable to radio-
actiye drugs containing a blological
product. Application of a Subchapter F
regulation will only be made when the
Commissioner concludes that it is neces-
sary to assure the safety or effectiveness
of the product, is not duplicative of the
requirements in Part 314, and is to as-
sure the same degree of regulatory con-
trol currently exercised over such prod-
ucts. The Commissioner has reviewed the
provisions of Subchapter F and con-
cludes at this time that the provisions
of § 610.2 Requests for samples and pro-
tocols; official release shall remain ap-
plicable to radioactive drugs containing
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a biological product. = Appropriate
changes have been made to this section
to refiect that the Director of the Bu-
reau of Drugs may use this section for
radioactive drugs containing a blological
product when it is deemed necessary for
the safely, purity, or potency of the
product,

To effect the transfer of responsibility,
ameéndments must be made in 21 CFR
Parts 310, 312, 314, 600, 6801, and 610. In
Part 310, § 310.4 provides the exemption,
previously discussed, that a licensed
blological product need not also be sub-
ject to an approved new drug appli-
cation; that section Is amended to ex-
clude radioactive biological products
Jrom this exemption. In Part 312,
$312.1(g) currently provides that a
“Notice of Claimed Investigational Ex-
emption for a New Drug” (IND) for a
biological product be submitted to the
Bureau of Biologics; this section is
amended to provide that an IND for
a radioactive biological product be sub-
mitted to the Bureau of Drugs. In Part
314, §314.110(0) (7 provides that a new
drug application will be refused for
filing if the drug is subject to licensing
under the Public Health Service Act; this
section is amended to permit filing of a
new drug application for a radioactive
biological product. Part 600 is amended
in §600.3 to Include a definition of a
radioactive biological product, which is
defined as a biological product labeled
with a radionuclide or a biclogical prod-
uct intended solely to be labeled with a
radionuclide. (Elsewhere in this issue
of the Feprrar Rrcister, the Commis-
sloner Is Issulng a final regulation on
radioactive drugs which includes a defi-
nition of “radioactive drug” in Part 310;
this definition cross-references the new
definition in Part 600.) In Part 601,
§ 601.2 currently outlines the procedures
for filing applications for establishment
and product licenses or biologics; this
section is amended to provide that radio-
actlve blological products s=hall be
covered by new drug applications and
not by blological product licenses. Part
610 Is amended as discussed above.

These changes are prospective In
nature, Every blological product -
censed prior to July 1, 1872, is currently
under review for safety, effectiveness,
and appropriate labeling, as described in
21 CFR 601.25. The product license for
such a radioactive bioclogical product,
together with portions of the establish-
ment license relevant to the require-
ments for a new drug application, now
constitutes an approved new drug ap-
plication under section 505 of the Fed-
ernl Food, Drug, and Cosmetic Act. Any
such products, even through new subject
to new drug applications, will remain
subject to the biological product review,
beecause they were leensed as biological
products before July 1, 1972. Those prod-
ucts which are found to be unsafe, or
ineffective, or misbranded will be sub-
Ject to regulatory action. Those which
are determined to be safe, effective and
not misbranded may continue to be
marketed; in addition, the conditions
under which an identical, similar or re-
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lated product may be introduced to the
market (Le., full new drug application,
abbreviated new drug applications, or
other conditions) will be determined at
that time.

A new drug application does not have
to be submitted for any radioactive bi-
ological product licensed after July 1,
1072, and before the effective date of this
order. The product lcense for such a ra-
dioactive biological product, together
with portions of the establishment license
relevant to the requirements for a new
drug application, now constitutes an ap-
proved new drug application under sec-
tion 505 of the Federal Food, Drug, and
Cosmetic Act.

Any radiocactive biological product for
which a license application is pending on
the effective date of this order will be
processed and approved or disapproved
as submitted. Again, no new drug ap-
plication need be submitted for these
products. If the product is found ac-
ceptable for licensure, it will be approved
as & new drug application in lieu of is-
suance of a product

Future changes in all appmved radio-
active biological products will be subject
to supplemental new drug applications
(21 CFR 314.8) rather than amendments
to the license, Likewise, all radioactive
blological products are subject to the
records and reports requirements of 21
CFR 310.300 after the effective date of
this section.

Every current “Notice of Claimed In-
vestigational Exemption for a New Drug”
for a radioactive biological product will

«be transferred to the Bureau of Drugs.
Any amendments of or supplements to
any such notice, and all progress reports
regarding such notice, shall be filed in
the future with the Bureau of Drugs,
Any new "Notice of Claimed Investiga-
tional Exemption for a New Drug” for a
radioactive biological product shall be
submitted directly to the Bureau of

For all radioactive blological products,
including any subject to pending ap-
plication for licensure on the effective
date of this order, all correspondence,
*“Notices of Claimed Investigational Ex-
emption for a New Drugs,” and original
and supplemental new drug applications

submitted to the Division of

5600 Fishers Lane, Rockville, MD 20852.
All samples of radioactive biological
products submitted in support of & new
drug application shall, when notified by
the Bureau of Drugs, be sent directly to
the Bureau of Biologics, Food and Drug
Administration, Bldg. 20A, 8800 Rock-
ville Pike, Bethesda, MD 20014,

The Commissioner notes that the la-
beling standards under Part 610, Sub-
part G, of Subchapter F will no longer
apply to radionctive biological products:
instead, the requirements of 21 CFR
Part 201 of Subchapter C will be ap-
plicable. In particular, this means that
the manufacturer’s license number ap-
pearing on the container and package
labels (21 CFR 610.60(a) (2) and 610.61
(b)) Is no longer required. To permit an

orderly and economical transition ;..
garding labels and labeling of maric .-
products, the Commissioner will e,
the effective date on which mark(m
dioactive biological products must ooy,
ply with the requirements of Par r ;u;
until the date on which new labels an.
or labeling is printed by the mum
turer of such product, or July 25,
whichever occurs first.

Therefore, under the Federal Foo
Drug, and Cosmetiec Act (secs. 505 70
(a), 52 Stat. 1052-1053 as amended, 1035
(21 U.8.C, 355, 371(a) ), the Public Health
Service Act (sec. 351, 58 Stat. 702 .
amended (42 U.S.C, 262)), and under ay-
thority delegated to the Commissione;
(21 CFR 2.120), Chapter T of Title 21 of
the Code of Federal Regulations i
amended as follows:

PART 310—NEW DRUGS

1. In Subpart A by revising § 3104 1,
read as follows:

§ 3104 Biologics; products subject o,
license control.

(a) Except for radioactive bilological
products intended for human use, a new
drug shall not be deemed to be subject
to section 505 of the act if it is a dry
licensed under the Public Health Service
Act of July 1, 1944 (58 Stat 682, s
amended (42 U.S.C, 201 et seq.)) or un-
der the animal virus, serum, and toxin
law of March 4, 1913 (37 Stal. 832 (2
U.S.C. 151 et seq.) ).

(b) A radioactive biological product
(as defined in § 600.3(ee) of this chap-
ter) intended for human use 1s subjeot to
section 505 of the act. Any lcense for
such a radioactive biological product
which is issued under the Public Health
Service Act of July 1, 1944 (58 Stat. 637,
as amended (42 U.S.C. 201 et seq.)) and
which has not been revoked or suspended
as of August 25, 1975 shall constitute
an approved new drug application in of-
feot under the same terms and conditions
as set forth in such license and such por-
tions of the establishment license rclat-
ing to such product, which include data
and information required under Part 314
of this chapter for a new drug applica
tion. Any such radioactive biologic: ‘
product for which Neensure under the
Public Health Service Act is pending on
August 25, 1975 shall, upon determina-
tion that it Is acceptable for Heensure, be
approved as a new drug application in
lieu of issuance of a biological product
license,

PART 312—NEW DRUGS FOR
INVESTIGATIONAL USE

2, In § 3121 by revising paragraph
to read as follows:
§ 312.1 Conditions for exemption for
new drugs for investigational use.

(g) A “Notice of Claimed Invesiip:-
tional Exemption for a New Drug” which
pertains to a product subject to the li-
censing provisions of the Public Health
Service Act of July 1, 1944 (58 Stat. 682,
as amended (42 US.C, 201 et seq.)) shall
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e submitted initially to the Director, Bu-
reau of Biologlcs, 8800 Rockville Pike,
Bethesda, MD 20014. Radioactive biologi-
cal products for human use are not
dremed to be subject to the licensing pro-
visdlons of the Public Health Service Act
s20 §$310.4 of this chapter) and a “No-
tice of Claimed Investigational Exemp-
tion for & New Drug"” which pertains to
radioactive blological products shall be
ubmitted to the Division of Oncology
snd Rediopharmaceutical Drug Products,
puoreau of Drugs, 5600 Fishers Lane,
Rockville, MD 20852. Amendments of or
supplements to such notloe, and progress
reports, consultations, or other commu-~
nications with regard to the investiga-
tion shull be directed to the same office
1> which the original notice was sent. A
sponsor for a “Notice of Claimed Inves-
tgational Exemption for a New Drug"
submitted to the Bureau of Biologics
shall substitute In reading this section
“Bureau-of Biologics” for “Bureau of
Drugs” wherever it appears.

» - - » .

\

PART 314—NEW DRUG APPLICATIONS

3. In §314.110 by revising paragraph
(#) (T) to read as follows:

§314,110 Reasons for refusing 10 file
applications,

‘n)-oo

(1) The new drug is a drug, other
than a radioactve blological product (as
defined In § 6003(ee) of this chapter)
{ntended for human use, subject to li-
censing under the Public Health Service
Act of July 1, 1044 (58 Stat. 682, as
amended (43 U.S.C. 201 et seq.) ).

PART GOO—GENERAL PROVISIONS

4. In §600.3 by adding & new para-
graph (ee) to read as follows:

§ 600.3 Definitions.

(ee) “Radioactive biological product"
means A biological product which s
labeled with a radionuclide or intended
solely to be labsled with & radionuclide.

PART G01—LICENSING

5. In § 601.2 by redesignating the pres-
ent text as pardgraph (a) General and
adding 4t the end a new sentence and by
rdding 8 new paragraph (b) . As revised,
! 601.2 reads as follows:

$601.2 Applicavions for establishment
and product licenses: procedures for
filing.

(a) General, To obtain a license for
any establishment or product, the manu-
facturer shall make application to the
Director, Bureau of Biologics, on forms
prescribed for such purpose, and In the
case of an application for a product -
oense, shall submit data derived from
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laboratory and clinical studies which

salety, purity, and potency; a full de-
scription of manufacturing methods;
data establishing stability of the prod-
uct through the dating period; sam-
ple(s) representative of the product to
be sold, bartered, or exchanged or of-
fered, sent, carried or brought for sale,
barter, or exchange; summaries of re-
sults of tests performed on the loi(s)
represented by the submitted sample(s) ;
and specimens of the labels enclosures
and containers proposed to be used for
the product. An application for license
shall not be considered as flled until all
periinent information and data shall
have been received from the manufac-
turer by the Bureau of Biologics, In lieu
of the procedures described in this para~
graph, applications for radioactive bio-
logical products shall be handled as set
forth in paragraph (b) of this section.
(b) Radioactive biological products. In
Heu of submitting an establishment and
product license for the manufacture of
a radioactive biological product, as de-
fined in § 600.3(ee) of this.chapter, the
manufacturer of such a product shall
submit & new drug application to the Di-
rector, Division of Oncology and Radio-
pharmaceutical Drug Products, Bureau
of Drugs, Food and Drug Administration,
5600 Fishers Lane, Rockville, MD 20852,
on form FD-358(H) as set forth In
§ 314.1(e) (2) of this chapter. For such
products, the approval of the new drug
gpplicaticn will be In leu of issulng a
product and an establishment license.
Compliance with the provisions of Part
314 of this chapter shall be deemed to
constitute compliance with the provisions
of Subchapter 4 of this chapter unless
the Commissioner makes a determination
that a particular regulation from Sub-
chapter F shall be applicable to radio-
active drugs containing a blological
product, e.g., § 610.2 of this chapter.

PART 610—GENERAL BIOLOGICAL
PRODUCTS STANDARDS

6. In § 610.2 by redesignating the pres-
ent text as paragraph (a) General and
revising Iit, and by adding a new para-
graph (b). As revised, § 610.2 reads as
follows:

£ 610.2 Request for samples and proto-
cols: official release,

(a) General. Samples of any lot of
any lcensed product, except for radio-
active biological products, together with
the protocols showing results of appli-
cable tests, may at any time be required
to be sent to the Director, Bureau of Bi-
ologics.
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or polency of the product,
(b) Radioactive bivlogical products.
Samples of any ot of & radioactive blo-

of this chapter, together with the proto-
ColsTShowWIngnresulds of applicable tests,
may at any time be required to be sent to
the Food and Drug Administration for
official release. Upon notification by the
Director, Burzau of Drugs, a manufac-
turer shall not distribute a 1ot of a radio-
active blological product until the lot is
released by the Director, Bureau of
Drugs: Provided, That the Director, Bu-
reau of Drugs shall not issue such notifi-
cation except when deemed necessary
for the safety, purity, or potency of the
product,

Since these changes concern internal
reassignment of activities and will pro-
mote uniform handling of all radioactive
drug products, the Commissioner finds
that the changes covered by this order
are such that, under 5 US.C. 553, the
notice and comment procedure for rule

are unnecessary and are not
prerequisites to this promulgation. In
reaching this decision, the Commissioner
has considered the facts that less than
ten firms currently hold biological prod-
uct licenses for radioactive biological
products, and that all of these firms also
hold approved new drug applications.
The Commissioner also advises that any
person currently preparing a biological
product license for a radioactive biolog~
feal product may submit it within 30 days
and thereafter will not be required to re-
submit a new drug application for the
product.

Interested persons may, however, on or
before September 23, 1975, file with the
Hearing Clerk, Food and Drug Adminis-
tration, Rm. 4-65, 5600 Pishers Lane,

ckville, MD 20852, written comments
in quintuplicate on any portion of the
order. Comments received will be avail-
able for public inspection at the office
noted above during working hours, Mon-
day through Friday. Any changes In this
order justified by such comments will be
the subject of a further order amending
the specific regulations involved.

Eflective date. This regulation shall be
effective August 25, 1875, except for the
requirements for labels and labeling of
radioactive biological products, The
labels and Iabeling of any marketed
radioactive biological product must com-
ply with the requirements of 21 CFR Part
201 on the date on which such labels and
labeling are next printed or July 28, 1975,
whichever occurs first,

(Secs. B0S, 701(a) 52 Stat. 1062-1053 s
amonded, 1056 (21 US.0. 855, 371(a)); soc,
331, 68 Stat. 702 as amended (42 US.C 202))

Dated: July 18, 1075,

A. M. ScamoT,
Commissioner of Food and Drugs.

[FR Doo,75-19316 Flled 7-24-756;8:45 am|
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DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
[Docket No. T5N-0069]

RADOOACTIVE DRUGS, INCLUDING
BIOLOGICAL PRODUCTS

Nouce to Nuclear Pharmacies
of R’&qulo-

MMIMEMWRW

This notice states the Interim enforce-
ment policy of the Commissioner of Food
and Drugs regarding nuclear pharmacies
until definitive regulations on this matter
are Issued by the Food and Drug Admin-
istration. Under the conditions set forth
in this notice, the agency will not take
regulatory action for the failure of a
nuclear pharmacy to comply with the re-
quirements of the Federal Pood, Drug,
and Cosmetic Act or the Public Health
Bervice Act, except where such regula-
tory action is necessary to safeguard the
public health.

Elsewhere in this issue of the PEoeraL
Recisten, the Commissioner is issuing a
final regulation terminating the exemp-
tion from new drug requirements for
radioactive drugs, including radicactive
blological products. As a result, manu-
facturers and distribute=s of these prod-
ucts must comply with the requirements
of the Federal Food, Drug, and Cosmetic
Act and the Public Health Service Act,
and the regulations thereunder, includ-
Ing registration, drug listing, compliance
with current good manufacturing prac-
tices, marketing under an approved new
drug application or biological product li-
cense, research under the requirements
for investigational drugs, and labeling
and advertising requirements, In com-
menting on the proposal published in the
Feoerar Recister of July 29, 1974 (39
FR 27538) , which preceded this final reg-
ulation, several persons inquired about
the legal obligations of “nuclear pharma-
cies” under the Federal Food, Drug, and
Cosmetic Act and the Public Health
Service Act upon the effective date of
the final regulation, especially insofar
ns these “nuclear pharmacies” may be
deemed to be manufacturing or distrib-
uting these products other than as part
of the compounding and dispensing of
drugs in the ordinary practice of
pharmsacy.

NOTICES

Many radioactive drugs, Including bio-
logical products, because of their short
half-lives, must be prepared in the final
dosage form shortly before they are to be
used for diagnosis or treatment of dis-
ease in man. In addition, the preparation
of radioactive drugs requires a special
knowledge of radioactive materials, in-
volves the use of special equipment and
facilities, and, where reactor-produced
radionuclides are involved, requires -
censing by the Nuclear Regulatory Com-~
mission or an Agreement State Certain
pharmacies, referred to as “nuclear
pharmacies,” conduct operations which
vary from repackaging or preparing ra-
dioactive drugs for administration to
more extensive and complex manufac-
turing and compounding procedures. In
most cases these nuclear pharmacies are
affilinted with, or operated by, hospitals,
medical groups, clinics, universities, med-
ical schools, and public health agencies,
Some of these pharmacies are not so
affiliated, are privately owned, or are
operated by several institutions on a co-
operative basls. The radioactive drugs
prepared by a nuclear pharmacy may be
intended solely for use within the institu-
tion in which the pharmacy is located,
or they may be prepared for distribution
to other institutions, For example, a nu-
clear pharmacy in & university hospital
may prepare radioactive drugs for dis-
tribution to other hospitals and clinics.

At present, pharmacies are subject to
the misbranding and adulteration sec-
tions of the Federal Food, Drug, and
Cosmetic Act and to the provisions of the
Public Health Service Act regarding the
licensing of blological products. If they
engage in the manufacture of new drugs,
they may also be subject to the new drug
provisions of the Federal Food, Drug, and
Cosmetic Act. Pharmacles are generally
exempted under sections 510(g) and 704
(8) of the Federal Food, Drug, and Cos-
metic Act from regulations regarding
registration, drug listing, inspection, and
compliance with current good manufac-
turing practices where their operations
are in compliance with applicable local
pharmacy laws and do not involve man-

ufacturing procedures other than in the

regular course of their business of dis-
pensing or selling drugs at retail. Appli-
cation of these rules and exemptions to
nuclear pharmacies, which would be an
immediate result of the final regulation

referred to below, raises numerous com -
plex issues or problems because of the
unigue nature of operations in nuclear

pharmacies.

To clarify the obligations of nuclear
pharmacies under the Federal Food,
Drug, and Cosmetic Act and the Publy
Health Service Act, the Food and Druy;
Administration is drafting regulation;
which will define those operations con-
nected with the preparation of radioac-
tive drugs and biological products which
will be regarded as manufacturing pro-
cedures and not part of the practice of
pharmacy, Nuclear pharmacies engaged
in such operations will then be subject o
regulations regarding registration, dru
lsting, inspection, new drug application;
or blological product Ncenses, compli-
ance with current good manufacturing
practices, and related requirements. Op-
erations not deemed to be manufacturing

" procedures will also be identified and

will thereafter be treated as part of the
practice of pharmacy. It is anticipated
that these regulations will be proposcd
in the FPeperAL REGISTER In the near (u-
ture. Interested persons will be given 6
days to comment on the proposed regu-
lations and all such comments will be
considered in the preparation and pro-
mulgation of the final regulation,

The Commissioner advises that, unti
the regulations outlined above are pro-
posed and made final, the Food and Drug
Administration will not take regulators
action for the failure of & nuclear phar-
macy to comply with the requirements of
the Federal Food, Drug, and Cosme!i:
Act or the Public Health Service At
580 long as the pharmacy (1) complics
with appljcable local laws regulating the
practice of pharmacy and (2) is licensed
where applicable, by the Nuclear Regula-
tory Commission or an Agreement State
to possess, use, or transfer radioactive
drugs, except where the Commission::
determines that such regulatory action is
necessary to safeguard the public health
The Food and Drug Administration
adopting this policy as an interim mea:-
ure to avoid any disruption in the prac-
tice of nuclear pharmacy and nuclesr
medicine throughout the United Stalc

Dated: July 18, 1975.

A. M. ScaMminT,
Commissioner of Food and Drugs.

| FR D00, 7610314 Flled 7-24-75;8:46 am )
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