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acTion: Notice of proposed rulemaking
extension of reply comment period:

summaRY: The Food and Drug
Administration (FDA) is extending 10
March 16, 1893, the period for comments
on new data for the notice of propose
rulemaking to ostablish conditions under
which over-the-counter (OTC) internal
analgesic, antipyretic, and antirheumatic
drug products &r€ generally recognized
as sate and effective and not
misbranded. This action responds 1o &

" reguest 10 extenid the reply comment
period for an additional 80 days 10 allow
more time for interested persons 10
review and respond to the extensive
comments and new data that have been
submitted. v
pars: Wrilten commentis by March 16,
1980.
aApprESSES: Written comments to the
Docket Management Branch (HIFA-308),
Food and Drug Administration Rm. 4~
g2, 5600 Fishers Lane. Rockville, MD
20857,

FOR FUBTHERF !?@FORMA’!’%GN CONTACT
Witliar E. Gilbertsom, {enter for Drug
Evaluation and Research (HFD-216),
Food and Dfug Administration, 5600

~ Fishers Lane, Rockville, WD 20857, 301~
2958000, :
§U¥?LEP&ENT&§¥ ENF@?!MEAT%@N; In ihe
Federal Rogister of November 16, 1988
(53 ¥R a8204), FDA issued a notice of
proposed rulemaking 1o establish
conditions urnder which OTC internal
analgesiG, antipyretic, and anticheumatic
drog products aie generally recogrized
as safe and effective and not :
misbranded. This notice of proposed
rulemaking, which was based on the
agency's evaluation of the
recommendations of the Advisory
Review Panel on OTC Internal
Analgesic and ‘Antivheumatic Drug
products and the Advisory Review
Panel on OTC Misgellansons Iuternal
Drug Products and public comments on
those recommendations, ig part of the
ongoing review of OTC arug products
conducted by the agency. Intereste
persons were given unfi #ovember 16,
1988, to submit BeW data and until
January 18 1090, to comment o1 the new
data, ’ :

{n response 1o the pmg@sai, Bristol-
Myers Producie requesied 8 80-day
extension of the reply comment period
to allow adeguaté sime for the company
40 thoroughly review snd formulaie

- appropriat? comprehensive TEEPONERS
and comments concerning the new data
submitted. The cOmDAnY poted fhal 1o,
lsss than seven regpondeuls had
submitted comments and/or new data
on matlers so diverse as 1abel warnings,
dissclution rats zpecifications, and

safety of acetaminophen. The company '
added that 1o 1ess than 16 reporis of
clinical studies had been submitted. The

company concluded that this extension

" of time to prepare @ more thorough and

comprehensive evaluation of these
comments and new data would penefit
both the company and the agency.

FDA has carefully considered the
request. The agency ackpowledges that
a large amount of data have been
submitted, much of itin November 1989

The agency helieves that additional time’

for reply comments on the assive
amount of data gubmitted is in the
public interest, and may be of assistance
in establishing conditions under whic
OTC internal analgesic, sntipyretic, and
sntirheumatic drug products ar€
generally recognized as safe and
otiective and not misbranded. Thus, the
agency considers & general extension 0
the reply comment period for 80 days to
be appropriate.

Interested person may, on or before
March 16, 1980, submit to the Dockets
Management Branch {address above)
written comments o0 the new data
submitted to the notice of proposed
rulemaking. Three copies of any
comments are 12 be submitted, except
that individuals may submit one cOPY-
Comments are 10 be identified with the
docket number found in brackets in the
heading of this Jocument. Receive
comments may be seen in the office
shove between 9 8.2 and 4 p-m.
Monday through Friday.

Dated: january 18 1980.

Alan L. Hoeling, - )

Acting Asgsociale Commissioner for
Regulatory Affairs.

¥R Doc. 201028 Filed 1-11-80; 1042 am)
EiL1IMG CODE 4188-01-H

R

24 CFR Part 4020
[Dockst Ho. gap-0274]

Faderal periormance sandard for
Diagnostic ¥.Ray Systems and Thelr
#ajor Components; proposad
amendmenis; Correction

saENCY: Food and Drug Admministration.
ATTION: Sroposed rule; gorrection.
el

summany: The Food and Drug
Administration ig maxing technical
corrections 10 the pmpmsed rule which
would amend the Federa) performance
standard for diagnostic -18Y gystems

“and theit maiar components, The

proposed eisle sppeared in ine Federal
Register of fctober 17, 1989 {5¢ FR
43674),

£OR FUTHER INFORMATION CONTACT:
gamuel Fleisher, Centel for Devices an

e

e —

Radioiegical Health (HFZ-84), Food and
Drug Administration, 5500 Fishers Lane, -
Rockville, MDD 20857, a01-443-4674

In ¥R Doc. 8924368, appearing al
page 42674, in the Federal Register of
Tuesday, october 17, 1989, the following
gorreciions are made: v

1. On page 42681, in the first colum?,
3n the third and fifth paragraphs, and in
the second colum, in lines 3 and 10
and in the first full paragﬁ:aph,
“§ 4020.32(d)4e) is corrected 1o read
searrent § 1020.32{(D) 3 wherever it
appears.

§ 1620.31 Ecosrected]

2. On page 42688, in the first column,
in§ 1020.31(c}{1}, in the pinth line,
¢ g——Xzé().lO{Xl 4+ %) 18 correcied 10
read “absolute (X - AEhNIE X}
andin § 1020.31{c}{(2), in ihe ninth line,
<1 «—Xg@.lO{X;-'ng}” 1 gorrected 10
read “absolute (X —Xe) =0.10(% +Xe)"

] 1020.32 icoﬂeceeﬁl

3. On page 42691, in the second
column, in $ 1020.32(d}(1} in the first
sentence, the phrase “Clkeg){10
roenigens per minute}{10 R jmin]” is
corrected to read ¢ kg per minuie (10
Rfmin}”.

Dated: January 5 1880.
Ronald G. Chesemore,
Associate Commissioner for Regulatory
Affairs. e
[FR Doc. 90883 Filed 1-12-90; 8:48 amj
BILLING CODE 4160-91-# '
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DEBARTMENT oF THE TREASURY
internal Revenud Sarvice

26 OFR Paris §, 7 and 602
1TL-T24-871

RN 1545-AL3E

Certain Corporale Distributions 1o
Foraign corporations

AGENGY: Internal Revenu? Service,
Treasury.

acTvion Notice of pmposeé rulemaking
by cross-reference 1o temporary
reguiations.

_M_’/M
gumsaRy: In the Rules and Reguiations
portion of this issue, the internal
Rovanus Service i tasning femporary
income Tax Regulations that add newW
gections necessary to implementing
section 387{€} {1) and (2] of the Internal
Revenue Coge of 10886, relaiing io :
certain corporate distributions 16 foreign
ghareholders. These provisions afact 3
the taxability of Loth corporate (D)
distributors and shareholder :




