mitted: data or information on these

products to the Panel will be notified
by lattar of the trancfar '
Dated: February 27, 1979, ,
WiLLiaM F. RANDOLPH,
- Aeting Assoeiate Commissioner
Jor Regulatory Affairs.
IFRDoc. 79-6586 Filed 3-5-79; 8145 am]

[4110-03-M]

TRANSFER OF RESPONSIBILITY: FOR REVIEW
OF OVER-THE-COUNTER DRUG PRODUCTS

_ - FOR THE TREATMENT QR PROHPHYLAXIS OF
DANDRUFF OR SEBORRHEA R

P !mplemcnhﬁon
AGmQ‘CY Food and Brug Admmxstra.—
tion.
ACTION' Notlce. - : : :
SUMMARY: The Food. ami Drug‘ Ad-
ministration (FDA) has transferred re-

sponsibility for the review of over-the-
counter (OTCJ) drug products for the

. treatment or prophylaxis of dandruff

or -seborrhea from the Advisory
Review Panel on OTC Antimicrobial
{II) Drug Products to the Advisory
‘Review Panel on OTC Miscellaneous
External Drug Products. Data and in-

‘formation developed by, and ail sub-

missions - to, the - Advisory Review
Panel on OTC Antimicrobial (IT) Drug
” Products regarding drug products or

» active ingredients- recommended for

this use have been transferred to the
Advisory Review Panel on OTC Mis-
cella.neons External Drug Products‘ .

FOR FURTHER INFORMATION
CONTACT: .

Willlam E. Gﬂbertson, Bureau of
Drugs (HFD-510), Food and Drug
Administration, " - Department. of
Health, Education, and Welfare,
5600 Fishers Lane, Rockvme, MD
20857, 301-443-4960.

SUPPLEMENTARY INFORMATION.
In a notice published in the FepEraL
REGIsTER of December 18, 1972 (37 FR
26842), FDA requested the submission:
of data and information on antimicro-
bial active ingredients for the treat-
ment or prophylaxis (prevention) of
specific disorders including dandruff
and seborrhea. The data and informa-
tion reveeived in response to the
notice were submitted to the FDA Ad-
visory Review Panel on CTC Antimi-

crobial (II) Drug Products for review: .

under the procedures in §330.10 (21
CFR 330.10) for classifying OTC drugs
‘4s generally recognized as safe and ef--
fective and not misbranded, and for es-
tablishing monographs, - -

In notices published in the FepERaL
RecisTer of November 16, 1973 (38 FR
316973, and August 27, 1975 (40 FR
38179), FDA requested the submission
of data and information on miscella-
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neous external drug products includ-
ing those used for hair growers, psori-
asie, and sebum hair loss. The August

27, 1978 notice was published because
the response to the November 16, 1973
notice was inadequate. The. data and
information received in response to

these two notices were submitted to

the FDA Advisory Review Panel on

. OTC . Miscellaneous External Drug
. Products for review under the proce-.

dures i § 330.10 (21 CFR 330.10). Be-
cause there is a considerable amount
of ‘overlapping of mgrechents and data
between the two panels in their review

and consideration of agents for the -
‘. treatment or prophylaxis of dandruff,

~ séborrhea, and psoriasis, a review of
-alf ingredients by one panel would

N

.ing ‘the schedules;

- save much time and effort.

“‘Therefore, FDA has conecluded that
it would greatly facilitate the review
of these drug products if active ingre-
dients for the-treatment or prophylax-
is of dandruff, seborrhea, and psoriasis
were reviewed by the same ‘advisory
review panel. After carefully consider-

available expertise of both panels, the
agency has determined that this
review should be the responsibility of

the Advisory Review Panel on OTC

Miscellaneous External Drug Prod-

“ucts. Members of the Advisory Review

Panel on OTC Antimicrobial (II) Drug
Products may be invited to serve as
consultants to the Advisory Review
Panel on OTC Miscellaneous External
Drug Products if their assistance is
needed for those overlapping ingredi-

ents that have an antimicrobial action.’

This notice therefore announces
that FPDA has transferred the review
responsibility for drug active ingredi-
ents for the treatment or prophylaxis
of dandruff and seborrhea from the

- Advisory Review Panel on OTC Anti-

microbial (II) Drug Products to the
Advisory Review Panel on OTC Mis-
cellaneous External Drug Products.
All data and information on drug
active ingredients for the treatment or
prophylaxis of dandruff and seborrhea
submitted in response to the Decem-~
ber 16, 1972 notice that were submit-
ted to the Advisory Review Panel on
GTC Antimicrobial (1I) Drug Products
are being transferred and need not be
resubmitted.

Persons: who: subzmtted data and in-
formation on these products and in-
gredients will be notified by letter of
the transfer to the Advisory Review
Panel on OTC stceuaneous External
Drug Products.

Dated: February 23, 1879. |
WiLLIaM F, RannoLpH,

Acting Associale Commissioner
Jfor Regulatory Affairs.

[FR Doc. 79-6585 Filed 3-5-79; 8:45 am}

workloads, and’

[4110-35-M]

Heslth Care- qum-.ing Admmsh'm
PHARMACEWCAI. REIMBURSEMENT BOARD:

Maximum Allowoble Cost anh For Certain
Dmgs:‘.,C!csing of the Record

AGENCY: Health Care Fina.ncmg Ad—

_ministration (HCFA) HEW

ACTION: Notme. - -

SUMMARY: The comment periods for
the following drugs will close on (15

days from date of publication): (1)}

amoxicillin 250 and 500 mg capsules
and amoxicillinn oral solution 125 and
250 mg/5ce; (2) Aydrochlorothiazide 25 -

and 50 mg tablets; and (3) erythromy— o

cin (base) 250 ta.blets. :
DATE: End of comment perxod March
21,1999,
FOR  FURTHER INFORMATIQN
CONTACT:

Peter Rodler Executive Secretary,'
" Pharmaceutical Reimbursement

Board, 3076 Switzer Building, 330 C
 Street SW., Washmgton, D C 20201
202—472—3820

SU?PLEMENTARY INFORMATION‘ ;

1..On August 21, 1978 the Pharmaceu-
tical Reimbursement Board (Bodard)
announced proposed MAC limits and a. -
public. hearing on October 18 and 189,
for amoxicillin 250 and ‘500 mg cap-
sules and amoxicillin oral solution 125
and 250 mg/5ce. (See 43 FR 40547-8).
We later extended the comment
period in order to review claims of

“patent infringement with regard to

amoxicillin (See 43 FR 56102-3). We
now find it. necessary to reopen the
rec¢ord and extend the comment period
until {15 days from date of publica-
tion] in order to include in the record
the FDA response to a drug quality .
issue’ raised during - the comment
period. The purpose of this notice is to
inform interested persons that the
FDA analysis has been received and is
now available for inspection in the
Office of Pharmaceutical Reimburse-
ment, Room 3076 Switzer Bailding,
330 C Street SW., Washington, D.C.
20201. Those who wish to have their
comments on the FDA analysis includ-
ed in the record must submit them by -
March 21, 1979.

2. In-reference to hydrochlorothia-
zide and erythromycin, the Board an-
nounced proposed MAC limits and a
public hearing (See 43 FR 40547-8 and
43 FR 38941). On October 27, 1978
FDA informed us that, “in light of the
data we have recently received
through the Board from Upjohn and
directly from Merck regarding the
quality of marketed hydrochlorothig-
zide and erythromycin products, we

”





