' new labeling that included the antitus-

- ride, ammonium chloride, sodium citrate, .
“- and menthol. The NDA for Benylin Ex-.
" pectorant was approved in 1948, with in-

“tribution by Benylin Expectorant, the-
-NDA was not approved until revised
“"labeling was submitted restricting-the

% Co,, in a notice of proposed rulemak-

~ phenhydramine hydrochloride prepara-:

pensing, either with or without the sug-
© gested changes inlabeling ” Several other

. of March 22, 1958 (23 FR 1936), the pre-

: a supplemental NDA, one purpose of
which was to obtain approval for inclu-

e, -

‘pectorant as an antitussive on the.

‘of the new drug application (NDA) for. .

) .Benyl'in.--EXpectorant“i's’a liquid prep- .
-aration  containing, among other in-

“proposed revised labeling that would

S o ' , MNOTICES

of the National Academy of Sciences-
National Research Council (NAS-NRC),
FDA issued a call for data on the effec-

R IDocket No. 76-0483]
| PARKE, . DAVIS & CO.

_Benylin Expectorant; Opportunity for Hear-  tiveness of all drugs that had been ap-,
3> jhg On Proposal To Deny Approva!l -of

DPTo proved pursuant fo the new drug proce-
Supplemental New Drug Application dures from 1938 to October 10, 1962. In
e Food and Drug Administration 1968, FDA advised Parke, Davis & Co.
“(FDA) is proposing to deny approval of a  that a supplemental NDA for Benylin
.upplemental new drug application. Expectorant proyj;dlng for' revxsed_ label-
NDA 6-514; S-007) for the over-the- ing ;vould ?_og befiipri%\;fgigrédmg ri-
sunter (OTC). marketing of Benylin Ex- ceipt and study of the 2C report;
e : o FDA stated that the supplemental NDA

raunds that it has not been shown to be s —approyable when a detennina{:,ion is
g;%?z;oi OTC gistribution and has not made that there is substantial evidence
een shown to be effective for use as an . Of effectiveness of the drug Tor all of the

5 “Parke. is & Co., the holder.. purposes claimed in the labeling.” -
antitussive. Parke, Davis & Co On the basis of the NAS-NRC report

gified ~ diphenhydramine—the principal

fied with the Hearing Clerk docket hum--
ver found in brackets in-the heading of
this notice, ©~ - ¢ - .

rant—as_“effective” or “probably effec-
ing claims, as “possibly effective” for

:ing substantial evidence of effectiveness”
_for other indications, including “antitus-
"sive action.” In a notice published in the
~FEpERAL REGISTER of February 9, 1972 (38

FR 4006), FDA announced its eonclusion

dications for use in the treaiment of. N s
b . that there was a lack of substantial evi-
cough due to colds and other congestive dence of the effectiveness of Benylin Ex-

svmptoms associated with colds, - v :

- > . " . pectorant and certain other products as
Although the labeling submitted in the’ : iatiel ATV AT

NDA was intended to -permit OTC dis- . fixed combinations for the indications in

gredients, diphenhydramine hydrochlo-

for hearing on its proposal to withdraw

By letter of March8, 1973, Parke, Davis
& Co. requested a hearing on the. pro-
posed withdrawal of approval of the NDA
for Benylin Expectorant. ~ - > ’
.‘Among other factors cited by the firm
in support of its request for hearing was

product to prescription use. Tee
In 1857, at the instance of Parke, Davis

ing published in the FepEral REGISTER Of -
November 27, 1957-(22 FR 9483), FDA

havé permitted OTC distribution of di- - the Advisory Review Panel on OTC Cold,

" Cough, Allergy, Bronchodilator, and An-
tiasthmatic Drugs (CCABA Panel), The
CCABA Panel had been. established as
part of the FAD program for review of
all OTC drugs it relation to the 1962 ef-
fectiveness amendments to the Federal
-Food, Drug, and Cosmetic Act. The pro-
cedures for the OTC Drug Review were
published in the FEpERAL REGISTER of
May 11, 1972 (37 FR _9464) ; the call for
data to be submitted to the CCABA Panel
was published in the FEDERAL REGISTER of

tions in ‘oral, liguid dosage form. In re--
sponse to the proposal, Parke, Davis &
Co. reconsidered its position and opposed
the revised labeling, with the observa-
tion that “this product cannof be con-
sidered as safe for over-the-counter dis-

comments on the proposal alse opposed
OTC status for diphenhydramine hydro-
chloride preparations. Accordingly, in a
notice published in the FEpERAL REGISTER

- Davis & Co. stated in its request for hear-
ing that it considered its submission to

in 1969, the firm submitted a supplemen- .
- T vyt 33 r el _ the OTC Panel to be a supplement to the
tal NDA providing for OTC usé of Ben NDA for Benylin Expectorant. -

vlin, but withdrew that supplemental
NDA in 1970. S I
In 1964, Parke, Davis & Co. submitted

scription limitation was retained. Later,

Parke, Davis & Co. also responded to
+the notice of opportunity for hearing by
filing revised labeling as part of a sup-

. plemental NDA for Benylin Expeclorant.

" The supplemental NDA, submitied by

letter of March 22, 1973, provided for

sion of an antitussive indication in the
labeling of Benylin Expectorant. In 1965, -
FDA advised the firm that the indication

Was approvable, and, in 1966, approved - “Benylin Cough Syrup,” for deletion of

all ~ ingredients bubt diphenyldramine
sive indication. :°- . -~ -7 o A .

.In'a notice published in the FEDERAL gredients (but not from the product for-
Rreeistzr of July 9, 1966 (31 FR 9426) in mulation), for a change in the descrip-

connection with the Drug Efficacy Study tion of the product’s mechanism’ of

N S e

active "ingredient in Benylin - Expecto-
- tive” for various allergy and sleep-induc-

spasmodic bronchial cough, and as “lack- ~

their labeling, and offered an oppertunity

approval of the NDA'’s for those products. -

the submission it had filed for review by.

August”8, 1972 (37 FR 16028). Parke,

changing the name -of the product to-

“hydrochloride from the list of active in- .

action, and for a modification 'of the in-
dications for which the product was rec-
ommended. The firm observed that the®
revised labeling provided for ‘prescrip-
tion use of Benylin ‘“‘as an alternative to
the preferred OTC labeling if FDA finds
that Benylin should be continued {o be
limited to prescription. sale.” =577
. In a notice published in the FEDERAL
REGisTER of May 15, 1873 (38 FR 12769),

-FDA announced interim guidelines for- .
the formulation and labeling of prescrip~- . °

tion drugs indicated for cough and -al-

lergy. It was stated by FDA that the re- ~

“sult of the review of rissues concerning
the safety and effectiveness of OTC drugs”’
being conducted. by "the CCABA Panel-
‘would have a subsiantial bearing on the
issues surrounding the continued approv--

ability of prescription drugs fop.relief of =~

cough and allergy. The interim guidelines
would - therefore govern the. status of
-those prescription ~drugs. until a final
monograph was published based on the
report of the CCABA Panel. “.—
By .letter of “November 28, 1973, FD.
advised Parke, Davis & Co: that its sup-
~ plemental NDA providing for revised
labeling of Benylin Expectorant as a pre-
scription product did not conform with

- the interim guidelines and could not be

approved.; The letter noted that the in-
" dication for relief of cough of nonallergic

Torigin could not be approved in the ab-

- serice of substantial evidence that di-
phenhydramine hydrochloride is safe and
effective for that indication. -~ =~ -
- In the FeperaL RecisTer of Decem-
ber 14, 1973 (38 FR 34481), FDA an-

.nounced that, to assure a consistent pol-
icy on both OTC and prescription cough-
cold products, the agency would hold in
abeyance - the injerim guidelines an-
nounced earlier, and that prescription
drugs in the same category as those under
review by the CCABA Panel would be-
-permitted to remain on the market with

“current labeling until a policy for pre-

scription drugs was developed consistent
with the OTC monograph for cough-~cold
“produets. . o L
By letter of February 5, 1974, Parke,
" Davis & Co. submitted a supplemental
NDA with two clinical studies relating to
the effectiveness of Benylin as an anti-
tussive. By letter of November 25, 1974,
Parke, Davis & Co. submitted a supple-
mental NDA with revised labeling provid-
ing for OTC use of Benylin as an anti-
tussive, the supplemental NDA that is
. the subject of this notice. By letter o¢f
March 11, 1975, FDA acknowledged re-

- <.ceipt of both supplemental NDA’s and in-~

dicated that no action would be taken <

pending completion of the review by the

CCABA Panel of the data before it. In"

a letter of March 18, 1975, Parke, Davis &

" Co. was informed, in response to-its in- _

quiry made to the FDA Division of OTC
Drug Evaluation, that OTC marketing

of Benylin would be unlikely to be sub<.. -
ject to regulatory action under the en-
forcement policy in effect at thaf time _ -

‘concerning new OTC products. There-. -
‘after, Parke, Davis & Co. commenced ..

OTC marketing .of ‘Benylin 8§ Benylin .



_ - Coug'h Syrup w1th mdmatlons for use as
e, an antibussive. - i R

: In a proposal published in the FEDERAL
Recister of December 4, 1975 (40 FR

56675) FDA proposed to clarify ils en-

forcement pohcy to subject to regulatory

NOTICES

as an an’utussxve were m&dequate in &
number of respects. The supplemental
_ NDA relating to the safety of Benylin for
"OTC use was deniled because of the
sedating properties of diphenhydramine _
hydrochloride and the -absence in the

eomply in all "e?wmt raspects thh the

recruirements of § 514.200.. X o
The Commissioner advises that the

specific requiremenis concern wsub-h

stantial evidence of @ffectiveness

forth in' §312111a) (5), re;t‘erence’“ﬁ

- ‘actiondrug 'ingredients intended ~for ‘proposed labeling -of drug interaction which’ renders this a speci.ﬁc notme as

. OTC marketing that had previously been and other Warnlngs and contramdlca-
:.limited to prescription use ang for which tions. - o=

‘_ OTC. use had not been sanctioned by. By leiter of Septem 17, 1976, Pa.rke
-FDA- through “appropriate ‘procedures.”. Davis & Co. requested that the supple-
-. The proposal would have permitted the mental NDA for OTC use of Benylin be~
- QTC marketing of ‘products containing . filed over protést pursuant-to § 314.110

7 such ingredients, however, upon publi-
- eation of thé report of an OTC advisory
‘reyiew~-panel recommending that the
" relevant ingrechents and indications be

. 'and effective for QTC use (Category I),.

- Drugs did not disagree with that recom- _
: mendation. By letter of March 20, 1976,
Parke, Davis_ & Co. ,predlcted that the -
»CCABA Panel ‘would ‘recommend. that
dlﬁhenhydramme hydrochlonde be clas-"
sified in Category I as an antitussive, and .
N urged: that the Commissioner express his
‘;, tentative agreement with that recom-

‘the Commissioner disagreed with -the -
* sidef renewing 4is  earlier request: for
{: hearing in connection with,any attend-
- “ant refusal by FDA fo approve its sup- -
. plemental NDA for OTC labelmg for
o _Benylm Expectorant.” :

_f}”.-- A final regulation, pubhshed in the

71975 proposal), announced the effective- ~

e Commissioner’s proposal_ setting
" forth the report and recommendations ¢ of
ihe CCABA Panel was signed onJuly 30
‘and published in the FEDERAL REGISTER
~of September 9, 1976 (41 FR 38312). The -

phen.hydramme hydrochloride be classi~
: fied in Category.I for OTC use both as-

.. 'The -Commissioner disagreed with the
recommendation “relating™to antihis-
taminic use of diphénhydramme hydro
_chloride (and with the panel’s -recom~

.” mendations - that several other. ingredi-
~ _gnts be similarly” classified), but stated ;

“~that his decision on the recommendatmn

recommendation, “the firm would - con-.

PEpERAL REcisTER of August 4, 1976 (41 b
" PR 32580) (based on the December 4,

“'ness of the modified enforcement policy. ~

CCABA. Panel’ ‘recommended .that di-:

_an antihistamine and as an antitussive:.:

(d) (21 CFR 314.110(d)). Subsequent]y,
representatives of Parke Davis & Co. met’
on several occasions with FDA officials -
to discuss the status-of- Benylin. On.Oc-

-a presentatlon to the Commissioner in

-is safe and effective for. OTC use as an
antitussive,”
the matter : under

- The Commissioner

advisement.
has eoncluded that

Benylin“cannot -at -this. time be consid-""

‘ered generally recognized . as safe and ~
effective for OTC use as an antitussive.”
Elsewhere in this issue of the FEDERAL

‘this time, accept the CCABA Panel’s rec-
ommendation that d1phenhydra,mme hy-
‘drochloride be classified in Category 1 .
for OTC antxtussxve use. The purpose ‘of
_:$his notice is to offer Parke, Davis & Co.

- an opportunity for hearing on the denial -
of its, supplemental NDA providing for -

OTC fise ) Benyhn as a new drug.--
DISCUSSION o e L

" The cOmm1ss,1oner proposes to deny the
3 supplemen‘oal NDA for.OTC use of Beny-
1in as’an antitussive on two grounds:

1. Diphenhydramine _ hydrochlonde
causes a level of drowsiness in those who

take it that is sufficient to render it un-—
safe for use-except under the supervision .

of a physician or other practitioner li- -
eeensed to dispense pr%cnptxon drugs.:

_2. The studies submitted 0 estabhsh
the effectiveness of Benylin as an anti-:
tussive do-not provide substantial evi~
7 dence -of its effectiveness for that use
~w1thm the meamng of section 505 @ of -
the Federal Food, Drug, -and Cosmetic -

=~ In, its letter requestmg ﬁlmg of 1ts

and the" Commlssmner took

‘Act (21 US.C, 355(d)) and §314111(2) ~
-.(5) (21 CFR 314.111() (5)).. S

LD “ relating to its antitussive use “would be™ supple;nen‘bal NDA over. protest, Parke,”
S5 7.~ made in the context of his ruling on the - Davis & Co. Also requested that the Com-
) - -~ supplemental NDA filed by Parke, "Davis.- missioner issife, under § 314.200 (21 CFR .

- == & €o. for OTC marketmg of Beny]m Ex<.-314.200)., 8 “specific’ rather than a “gen-
pectorant N s

~-eral”™ notwe of the grounds on. which he

By 'letters dated September 8 1976 the

. Bureau of Drugs of FDA not1ﬁed Parke, -
“” Davis & To., that its supplemental NDA’s
_submitting evidence for the effectlveness
"of Benylin as an antitussive and labehng
" for the OTC use of the product were not

. mental NDA telating t6the effectiveness:
“of Benylm as an antitussive was deferred -
- pending review of ‘the- -data generated by

s ~ vided in the FepERAL REGISTER hotice of -
- 77 December 14, 1973.. The, letter noted,

- however,”that ‘the studles submitted “to
- demonstmte the effectweness of Benﬂm

approvable. Final action on {he supple-.

the work-of the’ CCABA Panel, as pro- -

‘ ‘proposed to deny the supplemental NDA.
The ~Commissioner - dogs -not believe

tha.t further specification of the basis for -
dlphenhydramme N

“his _conclusion that
hydrochloride is unsafe for' OTC use is

appropriate: The Commniissioner has xe- "

viewed the data and information on the :
“side-effedts of this drug. While he is of

the view that the soporific effects of ai-=

‘phenhydramine are sufficient to. render.it -
unsafe if available OTC, he ﬁJSO “believes -
_fhat the available information is incon-
clusive ‘and should be-developed.in &
hearing. The Commissioner advises, how-°
ever th?f any request for: hearlng must

that term s used in § 314.200, with re~
spect to the Issue of effectiveriess. . The
Commissioner notes that the issue of the
effectiveness of Benylin ag an antitussive
is relevant %o his decision” o deny, the
supplemental NDA for OTC use o Benyl-
in: If Benylin is not shown to be eﬂ’ec-
tive as an antﬂ:usszve, the Cammissioner
‘cannob concludé that it is'safe for wide~
spread OTC distribution when the prod-

"_classmed as generally Tecognized as safe tober 21, 1976, Parke, Davis & Co. made yuct has an accompanying potential for

inducing drowsiness, which will be mage«

 so long as the Commissioner of Food and support of -its contention that Benylin nified by. excessive self-administration

to achieve the desired effect. The Com-
“missioner;also notes that the issue ‘of the

- effectiveness of Eenyhn asan oTC. prod-

uct is mdlstmgmshable from thé issue.o?
its effectiveness as a pr escnptmn prod-
_uct. -If the Commissioner finds at_ the
conclusmn of .this proceéding that ‘there
is a lack _of substantial evidence of the

“ mendation when the panel’s report was REcisTER the Commissioner is publishihg . effectiveness of Benylin -as an  antitus-
“published. Parke, Davis & Co. stated that _an announcement that he does not, at' siye for. OTC use, he will consider pro-

posing to withdraw the’ approval -.of the
NDA for Benylin: Expectorant for .tht
antitussive indication before completlor
~of the review.of data generaied.by thl
CCABA Panel proceedmg -
' If Parke, Dayis & Co. € S- to avai
“itsélf of the opportimity for hearing pur
} suant to section 505(d) of the act an
’ § 314.200, it must file with' the Hearin
Clerk, Food and Drug Administratien
Rm. 465, 5600 FisHers Lane, Rockvil
:MD’ 20857,.(1) A written notice of %
- pearance - “and reguest for -hearing ‘b
-January 3, 1976,’and 12) The’ studies.o
_which it relies fogether with a statemen
‘giving data, information, and analyses o
which .it: rehes 16 -justify -a-Hearing, a
- specified - in §.314.200, “by > February ]
1977. A request for hearing may not res
upon--mere . allegations—or denials, bu
must set forth :gpecific facts showin
there is a}genume and substantial issu
" of fact thafrequires a hearing. Response

%o this not:ce may be seen in the office ¢
the Hearmg Clerkbetween the hours.of

- If a hearing is” requested and is 3usti

-fied by the response o the notice ¢

opportumty for a hearing, the issues wi
“'pe defined, an Administrative Law Judg
~will be assxgned “and a written notice ¢
_the time and blace at which the hearin
will commence will be 1ssu.ed as. socm E:
“practicable. Lt :

‘Any hearing will be' open he- pub]h
If “however, the ‘Commissioner finds the
pertxons of the application that serve as
‘basis for stich a hearing contain infor
mation Concerning .a method or proce!
that is entitled o protectmn as a. trag
“secrét, the part 6f the hearing involvin
suck portlons will- not be publi unlez
the respondent so0 specifies” :

The Food ‘and Diug Adnumstratlo
‘has determined that this document dot
not’ contam a ma_)or proposal requirm




a i

" preparation of an inflation impact state-
ment under Executive Order 11821 and
OMB Circular A-107. A copy of the in-

" fation impact assessment is on file with
- the ~Hearipg Clerk Food and Drug
) Admlmstratlom !

This notice s issued under the Federal .

L " Food, Drug; and Cosmetic Act (sec. 505,
oo 52" Stat.’ 1062 .as-amended (21 U.SC.
5 . 335)), and under authority delegated to
- the Comnussxoner (21 CFR 5.1(a) (1)).

(recodification published in the FepEraL

o ‘REGISTER of June 15, 1976 (41 FR 24262)).
.- Dated: November 22, 1976..0
R J. XVRICHARD CROU'I.‘
Dzrector Bureau of Drugs "
{FR Doc ’76—850 5 xled 11—24—76 10 43 am]

¢
/ NOTICES -+ =

. *\x

Agenda: Agenda items for. the opeh portlon
of the meetmg will cover announcements; -~

.

e N b i -
Place: Conference Room 8, Building 31, Nat
tlonal Institutes of Health, 9000 Rockville
Pike, Bethesda, Maryland 20014,

Open January 24, 10:30 a. m—12 15 p -m..
Clozed remainder of meeting. - o i o
Purpose: ‘The Council advises’ the Secret'ary
and Administrator, Health Resources Ad-.

tions and policy matters arxslng in the’
administration of the Nurse Training Act.

view of grant applications for Federal As-
sistance for nurse training grants, nationat :
Tesearch service awards, nurse practitioner -
grants, research project grants, and special .
projects for the improvement of nurse .
__training, and makes recommendations_to
" the Administrator, HRA. >

Y consideration of minutes of previous:meet-"
ings; discussion of future meeting dates; .
and administrative and staff reports. The

Health Resources Admmlstratlon

. COOPERATIVE
.+ " . VISORY COMMITTEE ~AND NURSE

TRAINING NATIQNAL ADVISORY COUN:
Gl :

Notlce )

i of the Federal Adviso
. " (Pub. L. 92-463), anno
i of the following Natlona!
Lo scheduled to meet dunng t
t 4" 7 January 1977:
: {_ ‘o Name: Cooperatxve Health sta,t1st1c

ent is made
ory bodies
onth of

mm]ttee Act

i - Committee. -~
£ .7 . Dateand Time: January 13—14 197‘7 s
7.+ 7. Place: Sheraton-Park Hotel, Wardman Tow
Yoo 2660 Woodley Road NW., Wuhmgmn D)
. - -7 20008. Open for entire meeting.” |
" Purpose: The Committee represents the in-
" terests~of the people of the United States
f—iu providing advice and guidance to the

Secretary and the Natlonal Center for
Health Statistics on policies and ‘plans in

paay

collectxons processing, and analysis

general health problems of the population,
health -care resources, and the utihzatmn
.+ of health care services. .- S g
Agenda: The Committee will discuss health
care cost. data, quality control for data™
. collection, and structure for the collection
of health care utilization data. Reports/
~will ‘be received and reviewed from the .
" Task Forces on:
 Training Institute, (2) Meeting Multxple(
- Health Data Needs Through Modification

PN

_of National-and State Statistical Programs, -
(3) Component Integration and Organiza- -~

tional Structure, . (4) Cost-Sharing, and
(5) Definitions. In addition, there will be
a report from the Data Applications and
Research Branch of the Cooperstive Health
Statistics System. Suggéstions for future
- * Imeeting dates and agnnda 1tems wm hA
L discussed. - i
- ——

The meetmg is open to the pubhc

wishing to participate, obtain a. roster'¢f
members, or other relevant mforma on,
/shou}d .contact Mr. James CA. ith,”
“. .. Room ; 8-21, Parklawn Building/ 5600
- Fishers Lane  Rockville, Marylan, 20 57,
R Telephone (301) 443-1470. .

. Name: National Advxsory Counc'
’ Treining.

k)

ALTH STATISTICS AD-

eetmg
In ‘accordance With ection 10(a.) @

developing a major new national network - .
”\*of}{:tt;grated or coordinated subsystems of
- da

over a wide range of questions relating to "

(1) Applied Statistics-:

7/ availabiilty of funds.

f;?/
observatlon and participation. -Anyo

* cation sent by mail will be considered to -

7 FEDERAL REGISTER, VOL. 41,

. remainder of the meeting will be closed to,

“"the public for the review of grant applica,
tions for Federal assistance m ‘accorda:

" with the provisions -sét for " in sectioh

552(b) "(5) and (6), Title 5, U.S. Godefahd

“the ‘Determination by the Adminisifgtor,

Health Resources Administration, Ayrsu-
a.nt to Pubhc Law 92-463. . Y F
Anyone wishing to obtain a yoltir -of -
nmiembers, minutes of meeting /ér other

relevant information should céftact Dr.

Mary S. Hill, Room 6C08, Fedbfal Build--
_ing, 9000 Rockville Pike; Bethg5da, Mary-
land 20014, Telephone (301) 9M985. :

-~ Agenda items are sub:;ec to change as

pnorxtles dlctate

Dated November 22 76
R © James WALSH :

Assocuzte Adng zmstmtor _for" -
Opemtwnsv d Management

—29—76 8: 45 am]

= \ Ofﬁce rl Educat:on '

& AR Y/RESEARCH AND o
AT]ON PROGRAM , -

cmsmo Da '- Rece:pt of Apphcatmns

""Notice s, by given that pursuant
to the auy ont.a.xned in sections

201, 221; A/ 2
‘. Act of 1965, as
70 U.S.C: N1, 1031, and 1033),
fns are beinX®ecepted from in-
ys of higher edWdgtion and other
Jor private agendcidg, institutions =
oramza.tmns that ard

liByaries or the - improvememnsN\of -the °
g of

the

aining in librarianship. Proced x
ese applications w111 be subJect

Applications must be recewed by m\~
U.S. Office’ of Education ~ApplicatioR
Control Center on or before January 28
1977. -

LA Applzcahons sent by mazl An ap- "~

phcatlon sent by mail should be ad-
dressed as follows: U.S. Office of Edu- -
_cation, Applicant Contro}l Center, 400
Maryland Avenue, S.W., Washington,
D.C. 20202, Attentxon 13. 475 An appli-

be reecived on mme by the Apphcatlon
Control Center l_f e

receipt from t
ministration, concerning general  regula<
“ before” the g dsing date by either, the

of 1971. The Councll also performs final Te- =

D, Streets SW., Washington, D.C. Hand
—dehvered a.pphcatmns will be “sccepted
- daily between the hours of 8:00 am. and

onproﬁt for |
- erags for research and ddhonstration -
" prgjecis relating to the nnpent of

NO. 231_-TUESDAY, NOVEMBER 30, 1976
T RN e B T .

. (1) The apphcatxon as sent by regis- :
tered or certified i1 not later than -
January 24, 1977, evidenced by the '_
U.8. Postal Se “postmark .on’ the -¢
wrapper or envelpe, or on the ongmal'
£'U.S. Postal Service; or
cation is received on -of

(2) The ap
Departmeny 6f Health, Education.’ ‘and
Welfare o
mail rooy ﬁ
lishing ¥né date of reéeipt, the Commi
sioner Avfll rely on the time-date stamp
“of su i ail rooms or other documentary
evide ’ e of recelpt maintained by the
Depaftment ‘of” Health, -Education. and
W are or the U.S. Office of Educatlon

- Hand delivered applications. An ap<
catlon to be hand delivered must’ be
aken to the U.S. Office .of Education
‘Application Control Center,, Room 5673,
Regional Office Building Three, 7th and

4:00 p.m., Washington, D.C. time except
Saturdays Sundays, or Federal holidays.
¢ Applications will not be accepted after.
4:00 p.m. on the closing date, - - S
© C. Program information an ,forms :

’(1) It is anticipated that grants wﬂl be

“awarded in each of the ca.tegon&s speci-
fied in 45 CFR 133, that the total amount -
.of funds available for the Library Re- -
search and Demonstration Program will -
“be from $1,000,000 to $2,000,000 and that °
20 to 30 awards will be made. The aver-: -
age amount of each grant will be. from -
- $50,000 to $80,000. . g
This statement on the avaﬂablht of

~_funds does not bind the Office of Educa-: ..

tion to any particular pattern ‘of ‘dis- .
“tribution’ except as’ requxred by -the -~
ngher Education Act.’ ‘applicable Tegu- "
- lations,-and appropnatz?ns Rather, ac-
“tual figures may vary widely from those
~given due to the uncerta,mtl% of the )
" appropriation process, -+ "
(2) Further mformatlon and a,pphca-
tion forms may-be- .obtained from the .
Office’. of Libraries and Learning Re-

s

of Title IT, Part B of ~sources,- Division of Library Programs, °

Bureau of Elementary-and Seconda.ry .
Education, Regional. Office Buﬂdmg e
Three, 7th and D Streets, SW., Washmg-

ton D.C. 20202, Atbentlon 13 475, ST

D. Applzcable regulatwns “The regnla- L
t1ons applicable to this program include
the Office of Education: General Provi-
sions Reglﬂatxons (45 CFR Part 100a).
and the regulatmns governmg library re-="
search and demonstratwn in the FEDERAL-

" REGISTER of May 17, 1974 at 39 FR 17546 -
(45- CFR Part 133) "and revised in the-
-FEDERAL REGISTER of February 6, 1976 41

XC log of Eederal Dom&stlc Assistanco ’
Number 13.475, Libra.ry Research and Demon-
-stratiQm Program) o




