
The fact that approval of an NDA may 
be withdrawn without a prior hearing if 
it creates an imminent health hazard 
does not justify approving it in the first 
instance if the NDA is incomplete or 
inadequate in the data required to dem­
onstrate safety and effectiveness and the 
ariemiacv of manufacturing procedures.

Since the amendment to § 314.110(d) 
was proposed, FDA has received at least 
16 requests to file NDA’s over protest. 
New drug applications that reach this 
stage may present issues that are com­
plex and may involve voluminous or 
technical material. Each of these factors 
has reemphasized the need for more than 
60 days for agency response. The change 
to allow 90 days will make the regula­
tions more realistic.

3. One comment said the 90-day limit 
should be extended to include new ani­
mal drugs under § 514.110 (21 CFR 514.- 
110), where no time limit currently 
exists.

The Commissioner is considering this 
suggestion. If he concludes that such a 
change in the new animal drug regula­
tions is warranted, it will be the subject 
of a future F ederal R egister notice.

4. One comment proposed that a sec­
ond notice and comment period be added 
to the rulemaking process.

The Commissioner finds that the cur­
rent procedures for interested persons to 
comment, on proposed amendments to 
the regulations are sufficient, and any 
additional period for submitting com­
ments would needlessly prolong the rule- 
making process without providing any 
significant public benefit.

5. The Commissioner also provides the 
following information: A request that an 
NDA be filed over protest is an option set 
forth in the regulatory scheme applica­
ble to new drug procedures (21 CFR 
Part 314) that an applicant may choose 
instead of the option of amending the 
application by submitting more data in 
response to the stated deficiencies. Al­
though this has been generally under­
stood within the drug industry, there 
have been instances in which an appli­
cant both submitted data to amend the 
NDA and requested that the NDA be filed 
over protest. This points out the need 
to Clarify § 314.110(d) to show that these 
are alternative options. Although not in­
cluded in the proposal, this clarifying 
language is included in this regulation.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 505, 52 
Stat. 1052-1053, as amended (21 U.S.C. 
355)) and under authority delegated to 
the Commissioner (21 CFR 5.1), § 314.110 
is amended by revising paragraph (d) 
and adding new paragraph (e ), to read 
as follow^:
§ 314.110 Reasons for refusing to file 

applications.
*  *  #  >|c l|l

(d) If an applicant disputes the finding 
that his application is incomplete or in­
adequate and, therefore, may not be filed, 
he may, instead of submitting additional 
data, make written request that the pre­
viously submitted application be filed 
over protest. Such request shall be sub-
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mitted to the Assistant Director for Reg­
ulatory Affairs (HFD-30), Bureau of 
Drugs, Food and Drug Administration, 
5600 Fishers Lane, Rockville, Md. 20857.

(e) Upon receipt of a written request 
to file' an application over protest, the 
Food and Drug Administration shall con­
sider the application filed and shall re­
evaluate the application. Within 90 days 
of the date of receipt of such written 
request by the Assistant Director for 
Regulatory Affairs, or such additional 
period as may be agreed upon by the 
parties, the application shall be ap­
proved, or the applicant shall be given 
hearing pursuant to § 314.200 on the 
written notice of an opportunity for a 
question of whether there are grounds 
for denying approval pursuant to section 
505(d) of the act.

Effective date: This regulation shall be 
effective December 29, 1977.
(Sec. 505, 52 Stat. 1052-1053, as amended (21 
U.S.C. 355).)

N o t e .—The Commissioner has considered 
the economic impact of the regulation and 
no major economic impact has been found, 
as defined in Executive Order 11821, as 
amended by Executive Order 11949, OMB 
Circular A-107, and guidelines issued by the 
Department of Health, Education, and Wel­
fare. Copies of the economic impact assess­
ment are on file with the Hearing Clerk, Food 
and Drug Administration.

Dated: November 21, 1977.
J oseph P. H ile , 

Associate Commissioner 
r' for Compliance. 

[FR Doc.77-34039 Filed 11-28-77:8:45 am]

[7 5 5 0 -0 1  ]
Title 29— Labor

CHAPTER X— NATIONAL MEDIATION 
BOARD

PART 1209— PUBLIC OBSERVATION OF 
NATIONAL MEDIATION BOARD MEETINGS
AGENCY : National Mediation Board. 
ACTION : Notice of Interim Rulemaking.
SUMMARY : The interim regulations re­
place Section 1209 of the National Medi­
ation Board Rules. The interim regula­
tions allow the Board to utilize the ex­
pedited procedures of the Sunshine Act 
to close deliberations exempt from public 
observation and qualifying for closure 
by expedited procedures. The interim 
regulations continue to provide for 
closure by regular procedures of other 
deliberations exempt from public obser­
vation.
DATES : Effective on an interim basis on 
November 29, 1977. Written comments 
received on or before December 29, 1977.
ADDRESS : Written comments should be 
addressed to Mr. Rowland K. Quinn, Jr., 
Executive Secretary, National Media­
tion Board, Washington, D.C. 20572.
FOR FURTHER INFORMATION CON­
TACT:

Rowland K. Quinn, Jr., Executive Sec­
retary, National Mediation Board, 
Telephone 202-523-5920.
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SUPPLEMENTARY INFORMATION: 
These interim regulations are issued pur­
suant to the authority of 5 U.S.C. 552b 
(g) and 44 Stat. 577, as amended (45 
U.S.C. 151 et seq.).

By direction of the National Mediation 
Board. -

Dated : November 22,1977.
R owland K. Qu in n , Jr., 

Executive Secretary.
29 CFR, Chapter X, is amended by 

substitution of the following for the ex­
isting Part 1209:
Sec.
1209.01 Scope and purpose.
1209.02 Definitions.
1209.03 Conduct of National Mediation

Board business.
1209.04 Open meetings.
1209.05 Closing of meètings; reasons there­

for.
1209.06 Action necessary to close meetings;

record of votes.
1209.07 Notice of meetings; public an­

nouncement and publication.
1209.08 Transcripts, recordings or minutes

of closed meetings; retention; 
public availability.

1209.09 Requests for records under Freedom
of Information Act.

1209.10 Capacity of public observers.
A u t h o r i t y : 5 U.S.C. 552b(g), 44 Stat. 577, 

as amended (45 U.S.C. 151 et seq.).
§ 1 2 0 9 .01  Scope and purpose.

(a) The provisions of this part are 
intended to implement the requirements 
of section 3(a) of the Government in 
the Sunshine Act, 5 U.S.C. 552b.

(b) It is the policy of the National 
Mediation Board that the public is en­
titled to the fullest practicable informa­
tion regarding its decisionmaking proc­
esses. It is the purpose of this part to 
provide the public with such informa­
tion while protecting the rights of indi­
viduals and the ability of the agency to 
carry out its responsibilities.
§ 1 2 0 9 .0 2  D efin ition s.

For purposes of this part:
(a) The terms “Board” or “agency” 

mean the National Mediation Board, a 
collegial body composed of three mem­
bers appointed by the President with the 
advice and consent of the Senate.

(b) The term “meeting” means the 
deliberations of at least two members 
of the Board where such deliberations 
determine or result in the joint conduct 
or disposition of official agency business, 
but does not include deliberations re­
quired or permitted or with respect to 
any information proposed to be withheld 
under by 5 U.S.C. 552b(d) or (e) /5 U.S.C. 
552b(c).
§ 1 2 0 9 .0 3  Conduct o f  N ational M edia­

tion  Board business.
Members shall not jointly conduct or 

dispose of agency business other than 
in accordance with this part.
§ 1 2 0 9 .0 4  O pen m eetings.

Every portion of every Board meeting 
shall be open to public observation, ex­
cept as otherwise provided by § 1209.05 
of this Part.

FEDERAL REGISTER, VOL. 42, NO. 229— TUESDAY, NOVEMBER 29, 1977



f 60740 RULES AND REGULATIONS

§ 1 2 0 9 .0 5  C losing o f  m eetings; reasons 
therefor.

(a) Except where the Board deter­
mines that the public interest requires 
otherwise, meetings, or portions thereof, 
shall not be open to public observation 
where the deliberations concern the is­
suance of a subpoena, the Board’s par­
ticipation in a civil action or proceeding 
or an arbitration, or the initiation, con­
duct or disposition by the Board of any 
matter involving a determination on the 
record after opportunity for a hearing, 
or any court proceedings collateral or 
ancillary thereto.

(b) Except where the Board deter­
mines that the public interest requires 
otherwise, the Board also may close 
meetings, or portions thereof, when the 
deliberations concern matters or in­
formation falling within the scope of 5 
U.S.C. 552b (c) (1) (secret matters con­
cerning national defense or foreign 
policy) ; (c) (2) (internal personnel rules 
and practices) ; (c)(3) (matters specifi­
cally exempted from disclosure by stat- 
tue) ; (c) (4) (trade secrets and commer­
cial or financial information obtained 
from a person and privileged or confiden­
tial) ; (c) (5) (matters of alleged crimi­
nal conduct or formal censure); (c)(6) 
(personal information where disclosure 
would cause a clearly unwarranted inva­
sion of personal privacy) ; (c) (7) (cer­
tain materials or information from in­
vestigatory files compiled for law en­
forcement purposes) ; or (c) (9) (B) (dis­
closure would significantly frustrate im­
plementation of a proposed agency 
action).
§ 1 2 0 9 .0 6  Action necessary to close  

m eetings; record o f  votes.
A meeting shall be closed to public 

observation under § 1209.05, only when a 
majority of the members of the Board 
who will participate in the meeting vote 
to take such action.

(a) When the meeting deliberations 
concern matters specified in § 1209.05(a), 
the Board members shall vote at the 
beginning of the meeting, or portion 
thereof, on whether to close such meet­
ing, or portion thereof, to public observa­
tion, and on whether the public interest 
requires that a meeting which may 
properly be closed should nevertheless 
be open to public observation. A record 
of such vote, reflecting the vote of each 
member of the Board, shall be kept and 
made available to the public at the earli­
est practicable time.

(b) When the meeting deliberations 
concern matters specified in § 1209.05 
(b), the Board shall vote on whether to 
close such meeting, or portion thereof, to 
public observation, and on whether the 
public interest requires that a meeting 
which may properly be closed should 
nevertheless be open to public observa­
tion. The vote shall be taken at a time 
sufficient to permit inclusion of informa­
tion concerning the open or closed status 
of the meeting in the public announce­
ment thereof. A single vote may be taken 
with respect to a series of meetings at 
which the deliberations will concern the 
same particular matters where subse­
quent meetings in the series are sched­

uled to be held within thirty days after 
the initial meeting. A record of such vote, 
reflecting the vote of each member of the 
Board, shall be kept and made available 
to the public within one day after the 
vote is taken.

(c) Whenever any person whose inter­
ests may be directly affected by deliber­
ations during a meeting, or a portion 
thereof, requests that the Board close 
that meeting, or portion thereof, to pub­
lic observation for any of the reasons 
specified in 5 U.S.C. 552b(c) (5) (matters 
of alleged criminal conduct or formal 
censure), (c) v6) (personal information 
where disclosure would cause a clearly 
unwarranted invasion of personal pri­
vacy) , or (c) (7) (certain materials or in­
formation from investigatory files com­
piled for law enforcement purposes), the 
Board members participating in the 
meeting, upon request of any one mem­
ber of the Board, shall vote on whether to 
close such meeting, or a portion thereof, 
for that reason. A record of such vote, re­
flecting the vote of each member of the 
Board participating in the meeting, shall 
be kept and made available to the public 
within one day after the vote is taken

(d) After public announcement of a 
meeting as provided in § 1209.07 of this 
part, a meeting, or portion thereof, an­
nounced as closed may be opened or a 
meeting, or portion thereof, announced 
as open may be closed, only if a majority 
of the members of the Board who will 
participate in the meeting determine by 
a recorded vote that Board business so 
requires and that an 'earlier announce­
ment of the change was not possible. The 
change made and the vote of each mem­
ber on the change shall be announced 
publicly at the earliest practicable time.

(e) Before a meeting may be closed 
pursuant to § 1209.05 the General Coun­
sel of the Board shall certify that in his 
or her opinion the meeting may properly 
be closed to public observation. The 
certification shall set forth each ap­
plicable exemptive provision for such 
closing. The certification shall be re­
tained by the agency and made publicly 
available as soon as practicable.
§ 1 2 0 9 .0 7  N otice o f  m eetin gs; public  

announcem ent and publication .
(a) A public announcement setting 

forth the time, place and subject matter 
of meetings or portions thereof closed to 
public observation pursuant to the pro­
visions of § 1209.05(a) of this part, shall 
be made at the earliest practicable time.

(b) Except for meetings closed to pub­
lic observation pursuant to the provisions 
of § 1209.05(a) of this part, the agency 
shall make public announcement of each 
meeting at least 7 days before the sched­
uled date of the meeting. The an­
nouncement shall specify the time, place 
and subject matter of the meeting, 
whether it is to be open to public ob­
servation or closed, and the name, ad­
dress and phone number of an agency 
official designated to respond to requests 
for information about the meeting. The 
7 day period for advance notice may be 
shortened only upon a determination by 
a majority of the members of the Board 
who will participate in the meeting that

agency business requires that such meet­
ing be called at an earlier date, in which 
event the public announcement shall be 
made at the earliest practicable time. A 
record of the vote to schedule a meeting 
at an earlier date shall be kept and made 
available to the public.

(c) Within one day after a vote to close 
a meeting, or any portion thereof, pur­
suant to the provisions of § 1209.05(b) of 
this part, the agency shall make publicly 
available a full written explanation of its 
action closing the meeting, or portion 
thereof, together with a list of all persons 
expected to attend the meeting and their 
affiliation.

(d) If after a public announcement re­
quired by paragraph (b) of this section 
has been made, the time and place of the 
meeting are changed, a public announce­
ment of such changes shall be made at 
the earliest practicable time. The subject 
matter of the meeting may be changed 
after public announcement thereof only 
if a majority of the members of the 
Board who will participate in the meet­
ing determine that agency business so re­
quires and that no earlier announcement 
of the change was possible. When such a 
change in subject matter is approved a 
public announcement of the change shall 
be made at the earliest practicable time. 
A record of the vote to change the sub­
ject matter of the meeting shall be kept 
and made available to the public.

(e) All announcements or changes 
thereof issued pursuant to the provisions 
of paragraphs (b) and (d) of this sec­
tion, or pursuant to the provisions of 
§ 1209.06(d), shall be submitted for pub­
lication in the F ederal Register immedi­
ately following their release to the 
public.

(f) Announcement of meetings made 
pursuant to the provisions of this section 
shall be posted on a bulletin board main­
tained for such purpose at the Board’s 
offices, 1425 K Street, N.W., Washington, 
D.C. Interested individuals or organiza­
tions may request the Executive Secre­
tary, National Mediation Board, Wash­
ington, D.C. 20572 to place them on a 
mailing list for receipt of such announce­
ments.
§ 1 2 0 9 .0 8  T ranscripts, recordings or 

m inutes o f  closed m eetin gs; reten­
tion  ; public availability.

(a) For every meeting or portion 
thereof closed under the provisions of 
§ 1209.05, the presiding officer shall pre­
pare a statement setting forth the time 
and place of the meeting and the per­
sons present, which statement shall be 
retained by the agency. For each such 
meeting or portion thereof there also 
shall be maintained a complete tran­
script or electronic recording of the pro­
ceedings, except that for meetings closed 
pursuant to § 1209.05(a) the Board may, 
in lieu of a transcript or electronic re­
cording, maintain a set of minutes fully 
and accurately summarizing any action 
taken, the reason therefor and views 
thereof, documents considered, and the 
members’ vote on each roll call vote.

(b) The agency shall maintain a com­
plete verbatim transcript, a complete 
electronic recording, or a complete set
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of minutes for each meeting or portion-  SUMMARY: To amend the Treasury
thereof closed to public observation, for 
a period of at least one year after the 
close of the agency proceeding of which 
the meeting was a part, but in no event 
for a period less than two years after 
such meeting.

(c) The agency shall make promptly 
available to the public copies of tran­
scripts, electronic recordings or minutes 
maintained as provided in paragraphs
(a) and (b) of this section, except to 
the extent the items therein contain in­
formation which the agency determines 
may be withheld pursuant to the pro­
visions of 5 U.S.C. 552b(c).

(d) Upon request in accordance with 
the provisions of this paragraph and 
except to the extent they contain infor­
mation which the agency determines may 
be withheld pursuant to the provisions 
of 5 U.S.C. 552b(c), copies of transcripts 
or minutes, or transcriptions of elec­
tronic recordings including the identi­
fication of sneakers, shall be furnished 
subject to the payment of duplication 
costs in accordance with the schedule of 
fees set forth in § 1208.06 of the Board’s 
Rules, and the actual cost of transcrip­
tion. Requests for conies of transcripts 
or minutes, or transcriptions of electronic 
recordings of Board meetings shall be 
directed to the Executive Secretary, Na­
tional Mediation Board. Washington, 
D.C. 20572. Such requests shall reason­
ably identify the records sought and in­
clude a statement that whatever- costs 
are involved in furnishing the records 
will be acceptable or, alternatively, that 
costs will be acceptable up to a speci­
fied amount. The Board may determine 
to require prepayment of such costs.
§ 1209.09 R eauests fo r  records under  

Freedom  o f  In form ation  Act.
Reauests to review or obtain copies of 

agency records other than notices or rec­
ords prepared under this part may be 
pursued in accordance with the Feedom 
of Information Act (5 U.S.C. 552) . Part 
1208 of the Board’s Rules addresses the 
requisite procedures under that Act.
§ 1209.10 Capacity o f  public  observers.

The public may attend open Board 
meetings for the sole purpose of ob­
servation. Observers may not partici­
pate in meetings unless expressly invited 
or otherwise interfere with the conduct 
and disposition of agency business. When 
a portion of a meeting is closed to the 
public, observers will leave the meeting 
room upon request to enable discussion 
of the exempt matter therein under 
consideration.

[PRDoc.77-34180 Filed 11-28-77:8:45 am]

[4810-25 ]
Title 31— Money and Finance: Treasury

SUBTITLE A— OFFICE OF THE SECRETARY 
OF THE TREASURY

PART 4— EMPLOYEES’ PERSONAL 
PROPERTY CLAIMS

Maximum Dollar Limit 
AGENCY: Department of the Treasury. 
ACTION: Final rule.

Department’s regulations at 31 CFR 
Part 4, “Employees’ Personal Property 
Claims,” by raising the maximum dollar 
limit the Department may pay in settle­
ment of an employee’s claim to conform 
with the Military and Civilian Employees 
Act of 1964, 31 U.S.C. 241-243, as 
amended by Section 1(a) of Pub. L. 93- 
455, October 18, 1974. The 1974 amend­
ment raised the limit to $15,000.
EFFECTIVE DATE: November 29, 1977.
FOR FURTHER INFORMATION CON­
TACT:

Ronald Levy, Attorney-Adviser, Office 
of the General Counsel, Department of 
the Treasury, Washington, D.C. 20220, 
telephone 202-566-2327.

SUPPLEMENTARY INFORMATION : 
Pursuant to 5 U.S.C. 553(b). the Depart­
ment finds that notice and public proce­
dure are unnecessary as the regulations 
are being amended solely to conform 
with law.

Accordingly, Title 31 § 4.1 of the Code 
of Federal regulations is amended by 
deleting “$6,500” and by inserting, 
“$15,000” in lieu thereof.

W illiam J. B eckham, Jr., 
Assistant Secretary, 

Administration.
November 22,1977.
[PR Doc.77-34171 Piled 11-28-77:8:45 am]

[ 6560-01 ]
Title 40— Protection of Environment

CHAPTER I— ENVIRONMENTAL 
PROTECTION AGENCY 

[FRL 821-8]
PART 205— NOISE EMISSION STANDARDS 

FOR MEDIUM AND HEAVY TRUCKS
Interim Warranty

AGENCY: Environmental Protection 
Agency.
ACTION : Interim Noise Emissions War­
ranty for Medium and Heavy Trucks.
SUMMARY: This notice is intended to 
notify all medium and heavy duty truck 
manufacturers of the Agency’s deter­
mination that subject to the conditions 
set forth in the letter, manufacturers 
may offer the alternate warranty for in­
complete vehicles pending final judicial 
resolution of the warranty issue. 
EFFECTIVE DATE: November 29, 1977.
FOR FURTHER INFORMATION CON­
TACT:

Richard G. Kozlowski, Director, Noise 
Enforcement Division (EN-387), U.S. 
Environmental Protection Agency, 
Washington, D.C. 20460, 703-557-7470. 

SUPPLEMENTARY INFORMATION: 
Copies of the letter presented below have 
been sent to all vehicle manufacturers 
subject to 40 ÇFR Part 205, Subpart B, 
Transportation Equipment Noise Emis­
sion Controls, Medium and Heavy 
Trucks (“the truck regulation”). The

letter arose out of discussions with coun­
sel for General Motors Corporation and 
International Harvester Company, par­
ties to the ongoing litigation over the 
truck regulation. The letter sets forth 
an alternate warranty that may be used 
for incomplete vehicles on an interim 
basis by vehicle manufacturers subject 
to the truck regulation.

All vehicle manufacturers subject to 
the truck regulation may use the alter­
nate warranty subject to the conditions 
set forth in the letter. Use of the alter­
nate warranty constitutes acceptance of 
the conditions set forth in the letter.

The letter:
The Environmental Protection Agency has 

determined that, subject to the conditions 
set forth below, the attached language (“the 
alternate warranty”) may be used for in­
complete vehicles on an interim basis by ve­
hicle manufacturers subject to the require­
ments of 40 CPR Part 205, Subpart B, to meet 
the requirement of the “Noise Emissions 
Warranty” as set forth in 40 CPR § 205.58-1 
(“the existing warranty”) .

This alternate warranty may be used only 
on an interim basis, i.e., until no more than 
sixty (60) days following final judicial réso­
lution of the warranty issue raised by General 
Motors and International Harvester in  
Chrysler Carp, e t al. v. EPA (C.A.D.C. No. 76- 
1569, 76-1575, 76-1576, 76-1582), and only 
subject to the following conditions:

The alternate warranty may only apply 
to incomplete vehicles, i.e., those vehicles 
which, after they leave the vehicle manufac­
turer’s control, have further manufacturing 
operations, other than the addition of read­
ily attachable components, applied to them  
before they are ready for commercial use. 
The existing warranty must apply to all other 
vehicles.

If final judicial resolution of the warranty 
issue raised in the aforementioned litigation 
substantially affirms the scope of the existing 
warranty, then it is the responsibility of the 
vehicle manufacturer to notify those pur­
chasers to whom the alternate warranty was 
provided that the existing warranty applies 
retroactively; specifically, that all warranty 
claims will be honored as if the existing war­
ranty had been supplied to the ultimate pur­
chaser at the time of sale.

Dated: November 23, 1977.
Marvin B. Durning, 

Assistant Administrator 
for Enforcement.

I ncomplete Vehicle Noise Em issions 
Warranty

[Name of vehicle manufacturer] warrants 
to the first person who purchases this vehicle 
for purposes other than resale and to each 
subsequent purchaser that this vehicle, as 
manufactured by [name of vehicle manu­
facturer] was designed, built and equipped 
to conform at the time it left [name of 
vehicle manufacturer] *s control with all ap­
plicable U.S. EPA Noise Control Regulations.

This warranty covers this vehicle as de­
signed, built and equipped by [name of ve­
hicle manufacturer], and is not limited to 
any particular part, component or system of 
the vehicle manufactured by [name of ve­
hicle manufacturer]. Defects In design as­
sembly or in any part, component or system 
of the vehicle as manufactured by [name of 
vehicle manufacturer], which at the time it 
left [name of vehicle manufacturer]’s con­
trol, caused noise emissions to exceed Federal
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standards, are covered by this warranty for 
the life of the vehicle.1 

[FR Doc.77-34243 Filed 11-28-77;8:45 ami

[ 4110-0 8 ]
Title 42— Public Health

CHAPTER I— PUBLIC HEALTH SERVICE, 
DEPARTMENT OF HEALTH, EDUCA­
TION, AND WELFARE
PART 35— HOSPITAL AND STATION 

MANAGEMENT
Subpart E— Contributions for the Benefit 

of Patients
AGENCY: Public Health Service, De­
partment of Health, Education, and 
Welfare.
ACTION : Final rule.
SUMMARY: This rulemaking codifies 
hospital rules currently in practice in the 
Public Health Service. The language of 
Section 321 of the Public Health Service 
Act requires that rules concerning this 
section be made “pursuant to regula­
tions.” Section 321 provides, pursuant to 
regulations, for the control, manage­
ment, and operation of all institutions, 
hospitals, and stations of the Service. 
Further, it provides that, pursuant to 
regulations, there will be care, treat­
ment, and hospitalization of patients. 
The Public Health Service is often asked 
to accept contributions for the benefit of 
its patients from.other patients, rela­
tives of patients, employees, visitors, and 
the general public. These regulations 
govern the acceptance of such contribu­
tions, report of and accounting for con­
tributions: define donors and acceptable 
contributions; and describe allowable 
expenditures of cash contributions.
EFFECTIVE DATE: These regulations 
are effective November 29, 1977.
FOR FURTHER INFORMATION CON­
TACT:

Mr. Lowell Peart, Building 31, room 
3B07, 9000 Rockville Pike, Bethesda. 
Md. 20014, 301-496-4606.

SUPPLEMENTARY INFORMATION: 
In the F ederal R egister of April 1, 1977 
(42 FR 17500-17501) the Public Health 
Service proposed rules on contributions 
for the benefit of patients. Previously 
the means by which various installations 
of the PHS handled such contributions 
was left largely to their discretion. 
Procedures were described by various 
internal administrative issuances. In re­
viewing a proposed change in such an 
internal directive at the National Insti- 
tutse of Health, the HEW Office of the 
General Counsel advised that Section 321 
required such rules to be made pursuant 
to regulations.

Comments were invited on the pro­
posed rules and one was received. The

1 The scope of this warranty is currently 
the subject of litigation. The coverage of this 
warranty may be broadened to extend to the 
completed vehicle, whether or not completed 
by [name of vehicle manufacturer], or the 
warranty may otherwise be altered, depend­
ing upon the outcome of the litigation.
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commenter asked whether the term “sta­
tion” means something different than 
“hospital”, The term is included to main­
tain consistency with Section 321 of the 
Public Health Service Act which states 
“The Surgeon General, pursuant to reg­
ulations, shall—(a) Control, manage, 
and operate all institutions, hospitals, 
and stations' of the Service * * *” and 
to cover situations where there may be 
patients in a research station of the 
Service which is not connected with a 
hospital and is not an outpatient clinic. 
The commenter suggested that the para­
graph on acceptance of contributions be 
reworded to make clear that the “officer 
in charge” refers to the person directly 
in charge of the hospital. The word “di­
rectly” will mot be included because (1) 
this is inconsistent with the term “officer 
in charge” which is used uniformly 
throughout Part 35 and (2) its use may 
appear to set a limit on a matter of 
administrative delegation which is best 
left to the managers of individual PHS 
facilities. The commenter also called at­
tention to two editorial errors. These 
have been corrected.

Note.—The Department of Health, Educa­
tion, and Welfare has determined that this 
document does not contain a major proposal 
requiring preparation of an inflation Impact 
Statement under Executive Order 11821 and 
OMB Circular A-107.

Dated: September 21, 1977.
Julius B. R ichmond, 

Assistant Secretary for Health.
Approved; November 21, 1977.

H ale Champion,
Acting Secretary.

Accordingly, Part 35 of Title 42 of the 
Code of Federal Regulations is amended 
by adding the following new subpart E.

Subpart E— Contributions for the Benefit of 
Patients

Sec.
35.61 Applicability.
35.62 Acceptance of contributions.
35.63 Report of and accounting for contri­

butions.
35.64 Donors.
35.65 Acceptable personal property.
35.66 Expenditure of cash contributions.

Authority : Sec. 215, 58 Stat. 690, as 
amended, 63 Stat. 835 (42 U.S.C. 216); sec. 
321, 58 Stat. 695, as amended, 62 Stat. 1017 
(42 U.S.C. 248).
Subpart E— Contributions for the Benefit 

of Patients
§ 35.61 Applicability.

This subpart sets forth the policies and 
procedures governing the acceptance and 
administration of contributions of money 
or property intended solely for the bene­
fit of all patients in a ward or unit or a 
particular hospital or station of the Pub­
lic Health Service, excluding outpatient 
clinics. Such contributions are distin­
guishable from (a) monies or other valu­
ables belonging to specific patients which 
are accepted and held in custody for the 
convenience of the patient until such 
time as he or she wishes to withdraw 
them, and (b) gifts to the United States 
to support Public Health Service func­
tions under section 501 of the Public

Health Service Act or other statutory 
provisions, which may be accepted and 
administered only in accordance with 
such statutory provisions or other ap­
plicable laws.
§ 3 5 .6 2  A cceptance o f  contributions.

(a) The officer in charge of a hospital 
or station or his delegate may accept 
contributions of money or personal prop­
erty which are donated for the general 
benefit of all patients within the hos­
pital or station (or a ward or unit there­
of) without further specification or con­
ditions as to use. Contributions tendered 
subject to conditions by the donor, such 
as expenditure or use only on behalf of 
certain patients or for specific purposes, 
may not be accepted. \

(b) Contribution of money or property 
shall be accepted in writing.
§ 3 5 .6 3  R eport o f  and accounting for 

contributions.
(a) Contributions of money accepted 

pursuant to § 35.62 (hereinafter referred 
to as “patient fund”) will be treated con­
sistently with Federal deposit rules and 
as supplemented with appropriate pro­
cedures of the facility. This regulation is 
not intended to exclude contributions 
for the benefit of patients from proper 
accountability and control of funds and 
property:

(b) Contributions of property ac­
cepted pursuant to § 35.62 shall be re­
corded and accounted for in the same 
manner as other property of a similar 
kind maintained in the hospital or sta­
tion, but with suitable identification so 
that it can be distinguished from gov­
ernment-owned property.
§ 3 5 .6 4  D onors.

Authorized contributions may be ac­
cepted from patients, employees and 
other individuals, and agencies and 
organizations.
§ 3 5 .6 5  Acceptable personal property.

Contributions of personal property 
which may be accepted pursuant to 
§ 35.62 include, but are not limited to, 
recreational equipment, furniture, radios 
and television sets. After its useful life, 
any cash proceeds realized upon disposi­
tion of such property shall be deposited 
to the credit of the patient fund and shall 
be available for expenditure pursuant to 
§ 35.66(c).
§ 3 5 .6 6  E xpend iture o f  cash contribu­

tions.
(a) Officials authorized to accept con­

tributions shall not maintain control 
over the actual obligation or expendi­
ture of such monies.

(b) Only those officers or employees 
specifically designated in writing by the 
officer in charge for such purpose may 
obligate and expend monies from the 
patient fund. The names of officials so 
designated shall be provided to the re­
levant fiscal control office^

(c) Subject to availiability of sufficient 
funds, monies in the patient fund may 
be expended for materials, services or 
activities which contribute to the well­
being or morale of patients, including but
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not lim ite d  to  p ro v is io n  o f re a d in g  a n d  
e n te rta in m e n t  m a te r ia ls , re c re a t io n  
a ctiv it ie s , a n d , in  a p p ro p r ia te  ca se s , 
n ecessary  f in a n c ia l  su p p o rt  ( in c lu d in g  
trave l ex p en ses, m e a ls , a n d  lo d g in g ) o f  
re la tives, g u a rd ia n s , o r  f r ie n d s  o f  p a ­
tien ts to en a b le  s u c h  p e rso n s to  be a v a i l ­
able fo r  th e  p a t ie n t ’s  c o m fo rt  a n d  su p ­
port.

(d) O fficers in  ch a rg e  m a y  is su e  s u c h  
a d d itio n a l in s tru c t io n s , n o t  in c o n s is te n t  
w ith  th is  su b p a rt , a s  m a y  b e n e c e ssa ry  
to im p lem en t it s  p ro v is io n s .

[FRDoc.77-34091 Filed ll-28-77;8:45 am]

[6712-01  ]
Title 47— Telecommunication

CHAPTER >1— FEDERAL 
COMMUNICATIONS COMMISSION 

[Docket No. 21362; RM-2881]
PART 73— RADIO BROADCAST 

SERVICES
FM Broadcast Station in Louisa; Changes 

Made in Table of Assignments
AGENCY: Federal Communications
Commission.
ACTION: Report and order.
SUMMARY: Action taken herein assigns 
a first Class A FM channel to Louisa, 
Virginia. The channel assignment will 
provide for an FM station which will 
furnish a first full-time local aural 
broadcast service to the community.
EFFECTIVE DATE: January 3, 1978.
ADDRESSES: Federal Communications 
Commission, Washington, D.C. 20554.
FOR FURTHER INFORMATION CON­
TACT:

Mildred B. Nesterak, Broadcast Bu­
reau, 202-632-7792.

SUPPLEMENTARY INFORMATION: 
Adopted: November 17,1977.
Released: November 21,1977.

In the matter of amendment of § 73.- 
202(b), Table of Assignments, FM 
Broadcast Stations (Louisa, Va.). Report 
and order (Proceeding Terminated) (42 
FR 42700).

By the Chief, Broadcast Bureau. 1. The 
Commission herein considers the No­
tice of Proposed Rule Making, 42 FR 
42700, in the above-captioned proceed­
ing, instituted in response to a petition 
filed by Louisa County Broadcasting 
Co. (“petitioner”). The petition pro­
posed the assignment of Channel 288A 
as a first FM channel to Louisa, Virginia. 
Petitioner filed supporting comments in 
which it reaffirmed its intention to ap­
ply for the channel, if assigned.

2. Louisa (pop. 633), seat of Louisa 
County (pop. 14,044 )* is located approx­
imately 80 kilometers (50 miles) north­
west of Richmond, and 40 kilometers 
(25 miles) east of Charlottesville, Va.

1 Population figures are taken from the 
1970 U.S. Census.

There is no local aural broadcast service 
in Louisa or Louisa County. Channel 
288A could be assigned to Louisa in con­
formity with the minimum distance sep­
aration requirements.

3. In support of its proposal, petition­
er submitted information with respect 
to Louisa and its need for a first full­
time local aural broadcast service. It ex­
pects to provide seryice to 20,500 people, 
of whom 8,200 would be receiving their 
second FM service.

4. We have given careful considera­
tion to the proposal and believe that 
Channel 288A should be assigned to Lou­
isa, Virginia. An interest has been shown 
for its use, and it would be in the public 
interest as it would provide the com­
munity and Louisa County with a first 
local aural broadcast service and the 
area with a needed additional service.

5. Authority for the adoption of the 
amendment contained herein appears in 
sections 4(i), 5(d) (1), 303 (g) and (r), 
and 307(b) of the Communications Act 
of 1934, as amended, and section 0.281 
of the Commission's Rules.

6. Accordingly, it is ordered, that ef­
fective January 3, 1978, section 73.202 
(b) of the Commission’s Rules, the FM 
Table of Assignments, is amended as 
it pertains to the community listed 
below:
City: Channel No.
Louisa, Va________________________ 288A

7. It is further ordered, that this pro­
ceeding is terminated.
(Secs. 4, 5, 303, 48 Stat., as amended, 1066, 
1068, 1082; 47 U.S.C. 154, 155, 303.)

F ederal Communications 
Commission,

W allace E. Johnson,
Chief, Broadcast Bureau.

[FR Doc.77-34212 Filed 11-28-77:8:45 am]

[4 3 1 0 -5 5  ]
Title 50— Wildlife and Fisheries

CHAPTER I— UNITED STATES FISH AND 
WILDLIFE SERVICE, DEPARTMENT OF 
THE INTERIOR

PART 17— ENDANGERED AND 
THREATENED WILDLIFE AND PLANTS

Listing of the Atlantic Salt Marsh Snakes as 
a Threatened Species

AGENCY : Fish and Wildlife Service, 
Interior.
ACTION: Final rule.
SUMMARY : The Service determines the 
Atlantic salt marsh snake Œerodia 
fasciata taeniata) to be a Threatened 
Species. This action is being taken be­
cause of the threats of habitat modifica­
tion and resulting hybridization, and 
provides Federal protection for the 
species. T ie  Atlantic salt marsh snake 
is known only from coastal areas of 
Brevard, Volusia, and Indian River 
Counties in Florida.
DATES: This rule becomes effective on 
December 29,1977.

FOR FURTHER INFORMATION CON­
TACT:

Mr. Keith M. Schreiner, Associate Di­
rector, Federal Assistance, Fish and 
Wildlife Service, U.S. Department of 
the Interior, Washington, D.C. 20240, 
202-343-4646.

SUPPLEMENTARY INFORMATION: 
B ackground

On June 2, 1977, the Service published 
a proposed rulemaking in the Federal 
R egister (42 FR 28165-38166) advising 
that sufficient evidence was on file to 
support a determination that the Atlan­
tic salt marsh snake was a Threatened 
Species pursuant to the Endangered 
Species Act of 1973, 16 U.S.C. 1531 et 
seq. That proposal summarized the fac­
tors thought to be contributing to the 
likelihood that this snake could become 
Endangered within the foreseeable fu­
ture, specified the prohibitions which 
would be applicable if such a determina­
tion were made, and solicited comments, 
suggestions, objections and factual in­
formation from any interested person. 
Section 4(b)(1)(A) of the Act requires 
that the Governor of each State or Terri­
tory, within which a resident species of 
wildlife is known to occur, be notified 
and be provided 90 days to comment be­
fore any such species is determined to be 
a Threatened species or an Endangered 
species. A letter was sent to Governor 
Askew of the State of Florida on June 17, 
1977, notifying him of the proposed rule- 
making for the Atlantic salt marsh 
snake. On this same date, a memoran­
dum was sent to the Service Directorate 
and affected Regional personnel, and 
letters were sent to other interested 
parties.

No official comments were received 
from Governor Askew. However, Colonel 
R. M. Brantley replied for the Florida 
Game and Fresh Water Fish Commis­
sion and indicated full support for 
the proposal as published in the F ederal 
Register.

Summary of Comments and 
R ecommendations

Section 4(b) (1) (C) of the Act requires 
that a summary of all comments and 
recommendations received be published 
in the Federal R egister prior to adding 
any species to the List of Endangered 
and Threatened Wildlife and Plants.

In the June 2, 1977, F ederal R egister 
proposed rulemaking (42 FR 28165- 
28166) and associated June 7,1977, Press 
Release, all interested parties were in­
vited to submit factual reports or in­
formation which might contribute to the 
formulation of a final rulemaking.

All public comments received during 
the period June 2, 1977, to September 23, 
1977, were considered.

In addition to the comments received 
from Colonel Brantly, comments were 
received from eight individuals and rep­
resentatives of various organizations.

F. Wayne King (N.Y. Zoological So­
ciety) commented on behalf of the staff 
of the Society and supported the pro-
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