under the Paperwork Reduction Act
(
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SumMmARY: On Jupe 22, 1984, the
Occupational Safety and Heslth
Administration {{DSHA) published &
final stanidard fop ethylene oxide (E!Q)
{29 CFR 1010.1047, 48 FR 25734}, Thia
rule was transmitted to the Offica of
Management and Budget (OMB) for .
review and cleaTnce of the informatmn
callection requiremants contained m the
final rule, in acc%m-dance with the
Paperwork Redudtion Act of 1980, 44
U.S.C. 3501 e seq)| and 5 CFR Part 1320,
The information rﬁqulrementn contairted
In the EtO final rule, paragraphs {a)(2),
(d). (e). ({2}, (g}(3). (h). (i}, and (j), of

§ 1910.1047, have how received OMB
paperwork clearance, and have been
assigned OMB clearance number 1215~
0108, 'I‘hu OMB clqarance expires

. January 31, 1988. :

The above menﬁoned paragraphs in

* the EtO rule are therefore effective as of

the date of publication of this notice in

" the Federal Registes. Start-up dates in

paragraph (m)(2} are to be calculated
from the effective dates of the various
provisions of the final rule,
EFFECTIVE DATE: March 12, 1988,

" FOR FURTHER INFORMATION CONTACT:
- Mr. James Foster, Occupational Safety

and Health Administration, Office of

* Public Affairs. Room N 3641, U.S,
‘Department of Labor; 200 Canstitution -

4venue, NW., Washington, D.C. 20210.
elephone {202} 523--8148.

SUPPLEMENTARY INFORMATION: OSHA, -

published a proposed rule on EtQ on
April 21, 1983 (48 FR 17284) and adopted
the final rule on June 22, 1984 {49 FR

~25734). The final rule contained the

following paragraphs which were

* ‘determined by OMB to constitute

information collection requirements

Scope a.nd_;ipplic,atiom._(d)-;

{2} gram: (g}(3),
Respirator prosram. (). Emergem:y
situations; {i), Medical surveillance: and
(i} Communication of EtQ hazards to
employees. Paragraph (m}{1) of the final
rule provided for an effective date for

* the standard of August 21, 1584,

Paragraph {m}(2){i) established a start-
up date for compliance with all
paragraphs. except enginesring controls,
within one-hundred and eighty (180}
days after the effective date, The start-

- ‘up date for implementation of

engineering controls was established hy
paragraph [m}{2){ii) to be one (1) year
from the effective data.

However, as noted in the final rule at

-49 FR 25734, the information collection

provisions had not been cleared by
" MB at that time. Accordingly, the

effective dates forjthose requirements in
the fnal EtQ standard have remained in
abeyance pending{OMB paperwork
clearance. OMB h4a now cleared the
information collecton requirements

* contained in § 19101047 under

clearance number 1218-0108, through
January 31, 1984. Inlaccordance with
that clearance, OSHA is hereby
amending paragrap‘h {m)(1) of the final
EtO standard to establish a new
effective date of March 12, 1985 for
paragraphs 1910.1047 (a)(2), (d). (e).
(f)(2). (g)(3). (h). {1}, 'and (j). The time
period provided after the effective date
for compliance with these paragraphs

[(start-up dates) remains 180 days, the

same as prescribed originally by
paragraph (m)(2) of the EtO standard.
That ia. the start-up date for paragraphs
(2)(2). {d), (e}. ()2} (g)(3). (). {i), and ()
is one-hundred and eighty days (180)
from the new effecmre date, or
September 9, 1988. ‘Paragraphs not
requiring OMB clearance went into -

 effect on August 21, 1984, and, with the -

the d.irecﬁon of Robert A Row!and.

exception of implementation of
engineering contrals required by
paragraph [f)(1), have a start-up date 180
days from that date, or February 19,
198S. These paragraphs include
compliance with thHe 1 ppm TWA
{paragraph {c)), inatitution of work
practice controls {paragraph (f){1)). and
provision for and selection of respirators
(paragraphs (g) (1) an (2)}. The start-up
date for :mplementauon of engineering
controls specified in paragraph {f){1} {s
one year from its effective date, or
August 21, 1988,

Authority i L F
"This document J»\ral prepared under

This action is taLen pursuant to
sections 4(b}, 8{b) and 8(c} of the
Occupational Salety and Health Act of

1970 (84 Stat. 1592,'1593, 1399, 20 US.C
853, 653, 857), Secretary of Labor’s Order
Na. 9-83 (48 FR 35738) and 29 CFR Part
1911.

List of Subjects in 29 CFR Part 1910

Ethylene oxide, Occupational safety
and health, Chemicals, Cancer, Health,
Risk assessment.

Signed at Washington, D.C. this 4th day of

. March 1988

Robert A. Rowland,
Assistant Secretary of Labor.

PART 19 1G—[AMINDED]

Part 1910 of Titld 29 the Code of
Federal Regulationg is amended as set-
forth below: "L -

1. By revising paragraph (m) of
§ 1810.1047 to read Qs follows:

! 1910.1047 Ethyleno O:Ido.

{m) Dates—{1} Eﬁhct:ve data. The

" paragraphs contained in this section

shall become effective August 21, 1984,
except for paragraphs {a)(2}, (d). {e).
{£)(2), (g)(3). (k). (i), and {j] which shall
become effective on March 12, 1988,

(2) Start-up dates. (i) The start-up data
for the requirements in those paragraphs
that were effective on August 21,.1984,
including institution of waork practics
controls specified in paragraph (f){1),
shall be February 19, 1985, except as
provided for in paragraph (m){2}(ii}), and -
the start-up datefor paragraphs {a)(2),
{d). (e} (F)(2). (8}(3). (). (i). and (i} shall
be September 9, 1988,

{ii) Engineering controls spec:ﬁed by
paragraph (f)(1) of this section shell be
:mplernented by Auguat 21,1988,

$ 1910.1047 [Amended]

2. By adding the following language at
the end of §'1910.1047: -
(Apgroved by the Offiée of Management md
Budget under control number 1218-0108,
through January 31, 1988)

[FR Doc. 85-5612 Filed 3-11-835; 8:45 am] .

 BILLING CODE 4510-78-M

 DEPARTMENT OF COMMERCE

Assistant Secretary for Productivity,
Technology and Innovation

Ucensing of Government Owned
lnventions

AGENCY: Commerce Department.
AcTiON: Final rule.

SUMMARY: Pursuant to Pub. L 98-620,
which amended section 208 of Title 38,
United States Code, authority to
promulgate regulations concerning the
licensing of Federally owned inventions
has been shifted from the Administrator
of General Services to the Secretary of
Commerce. By this rule the Secretary is
issuing final regulations which are
identical in substance to and which
supersede tha regulations of GSA
currently found at 41 CFR Subpart 101-
4.1.

S
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EFFECTIVE DATE: This rule is effective as
sf November 9, 1984, the effective date
of Pub. L. 98-820. Suggestions for

changes should be submitted hy March .

1. 19885,

FOR FURTHER INFORMATION CONTACT!
Mr. Norman Latker, Director, Federal
Technoiogy Management Policy :
Division, Rm. H4835, Department of
Commerce. Washington, D.C. 26230,
Phone: {202) 377-0858. -

SUPPLEMENTARY INFORMATION: T'0 avoid
any uncertainty as to applicable
licensing procedures under section 208
of Title 35, United States Code, as
amended by Pub. L. 98-829, we are
adopting the followmg regulations,
which are identical in substance to the
GSA regulations that are superseded.
The Department of Commerce will
shortly be reviewing these regulationa to
determine if any changes are desirable..

" We welcome any suggestions for

changes. It is the intent of the
Department to {ssue a Notice of

. Propossd Rulamaking befgre revising

these regulations.
" This rulemaking relates to contracts
and section 533(a)(2) of the.

_ Administrative Procedures Act provides

an unquslified exclusion from every
squirement of section 553 of the APA
.or all rules relating to “public property,
loans, grants, benefits and contracts.” 5§
UU.S.C. 553(a)(2). Therafore notice and
comment and the 30 day delayed
effective date are not required. The
Regulatory Flexibility Act does not’
apply to this rulemaking because notice

- and comment are not required by 5

{1.5.C. 553 or any other law. This
rulemaking has no substantive efTect,
and consequently is not 4 major rule as
defined in Executive Qrder 12291. The
collection of information under this
regulation bas been approved by the

" Office of Management and Budget under
.7 GSA Control No. 3090-0108. A new
. Department of Commerce number will

be assigned.

" (35 U.S.C. 208)
. -List of Subjects 37 CFR Ch. IV

- Inventions and patents.

Dated: March 4, 1985
D. Bruce Merrifield.

Assistant Secratary for Productivity,

Technology and Innovation,
Accordingly, ¢ new Chapter IV Is

* added to Title 37 of the Code of Federal

{egulations consisting of Parts 400—403

~ which are reserved, and Part 404 H-]

read as follows:

CHAPTER IV—ASSISTANT SECRETARY
FOR PRODUCTIVITY, TECHNOLOGY AND
INNOVATION, U.S. DEPARTMENT OF
COMMERCE

PARTS 400-403 [RESERVED]

PART 404—-LICENSING OF
GOVERNMENT OWNED INVENTIONS

Sec.

404.1
404.2
404.3

Scope of part.

_Policy end objective.

Definitions.

404.4  Authority to grant licenges.

404.5 Restrictions and conditions on all
licenses granted under this part. .

404.8 Nonexciusive licenses.

4047 Exclugive and partielly exclusive
licenses. -

404.8 Application for & licensa.

404.9 Notice to Attorney Genemsl

404,10 Modification and tarmination of

Hcenses,
404.11 Appesls.

.404.12 Protection and administration of

[nventions.
404,13 Transfer of custody.

" 40434 Confidentiality of information.

Authority: 35 U.S.C. 208; and section (g] of
DOO 10-1.

§404.1 Scope of part.

This part prescribes the terms,
conditions, and procedures upon which
a federally owned invention, other than
an invention in the custody of the
Tennessee Valley Authority, may be
licensed. It supersedes the regulations at
41 CFR Subpart 101-4.1. This part does

- not affect licenses which (a) were in

effect prior to July 1, 1981; (b} may exist

" at the time of the Government's

acquisition of title to the invention,
including thase resulting from the
allocation of rights to inventions made -
under Government research and
development contracts; (¢) are the result
of an autharized exchange of fights in

the settlement of patent disputes: or {d)
are otherwise suthorized by law-ar

treaty. '

§404.2 Policy and objective.
It is the policy and objective of this

_subpart to use the patent system to

promote the utilization of inventions
arising from federally supported
research or development.

§ 404.3 Definiticns

{a) “Féderally owned invention"”
means an invention, plant, or design
which is covered by a patent, or patent
application in the United States, or a
patent, patent application, plant variety
protection, or other form of protection,
in a forsign country, title to which has
been assigned to or otherwise vested in
the United States Government.

(b} “Federal agency” means an
executive department, military

department, Government corporation, or
independent establishment, except the
Tennessee Valley Authority, which has
custody of a federally owned invention.

{c} "Small business firm" means a
small husiness concern as defined in
section 2 of Pub. L 85-538 {15 U.S.C. 832)
and :mplementmg regulations of the
Administralor of the Small Buameu
Administration.

{d) “Practical application” mesns to
manufachire in the case of a

" composition or product, to practice in

the case of a process or methad. or to
operate in the case of a machine or
system; and, in each case, under such
conditions as to estabiish that the
invention is being utilized and that its
benefits are to the extent permitted by
law or Government regulations
available to the public on reaaonabia
termns.

(¢] “United States™ means the United .

‘States of America, its territories and -

possessions, the District of Columbia,
ar}d the Commonwealth of Puerto Rico.

§404.4  Authority to grant Deenses,

Federally owned inventions shall be
made available for licensing as deemed
appropriate in the public interest.
Federal agencies having custedy of
federaily owned inventions may grant
nonexclusive, partially exclusive, or
-exciusive licenses thereto under this
pant,

§ 404.5 Restrictions and cendmom on afl
licanses granted under this part,

{a)(1) A license may be granted only if
the applicant has supplied the Federal
agency with a satifactory plan for
development or marketing of the
invention, or both, and with information
about the applicant's capablhty to fulft I
the plan.

"(2) A license granting rights to use or
sell under a federaily owned invention
in the United States shall normally be
granted only to a licensee who agrees
that any products embodying the
invention or produced through the use of
‘the invention will be manufactured
substantially in the United States.

(b) Licenses shall contain such terms
and condilions as the Federal agency
determines are appropriate for the
protection of the intsrests of the Federal
Government and the public and are not
in conflict with law or this part. The
following terma and conditions apply to
any license:

{1) The duration of the license shall be

. lor a period specified in the license

agreement, unless sooner terminated in
accordance with this part.

{2} The license may be granted for all
or less than all fields of use of the

-
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invention or in specified geographical
areas. or both.
(3) The license may extend to

subsidiaries of the licenses ot other - 88

-

parties if provided for in the llcense but
shall be nonassignable without approval
of the Federa! agency, except to the
successor of that part of the licensse's
business to which the invention
pertains.
(4) The licensee may provide the
T license thé right to grant sublicinsés
under the license, subject to the
approval of the Federal agency. Pach
sublicense shail make referencs to the
license, including the rights retained by
the Government, and a copy of such
sublicense shall be furnished to the .
Federa] agency. -, ' :
(5) The license shall require the -
licensee to carry out the pian for
-y development or marketing of the
Invention, or both, to bring the invention
to practical application within a period
specified in the license, and to continue
to make the benefits of the invention
- .- reazonahly accesdible to the public
{6) The license shall require the
licensee to report pericdically on the
utilization or efforts at obtaining
" utilization that are being made by the
licensee, with particular reference to the
* plan submitted. '
: - {7} Licenses may be royalty-free or for
gl royaities or other consideration.
- {8) Where an agreement is obtained
pursuant to § 404.5{a)(2) that any :
- products embodying the invention or .
. produced through use of the invention
" will be manufactured substantially in
.the United States, the license shall recite
such agreement, -
{9) The license shall provide for the
right of the Pederal agency to terminate
the license, in whole or in part, it
{i} The Federal agency determines that
the licansee is not executing the plan
submitted with its request for a license
. and the licensee cannot otherwise
demanstrate to the satisfaction of the
Federal agency that it has taken or can
- . be expected to take within a reasonable
" time effective steps to achieve practical
application of the invention;
{ii) The Federal agency determines
.. that such action is necessary to mest
. requirements for public use specified by
Federal tegulations issued after the dats
of the license and such requirements ars
not reasonably satisfied by the licensee;
{iii) The licensee has willfully made &
- false statement of or willfully omitted a
- material fact in the license application -
or in any report required by the license
- agreement or
{iv) The licensee commits a
¢ sybstantial breach of a covenant or
agresment contained in the license,

{10) The license may be modified or
terminatad. consistent with thid part,
upon mutual agreement of the Federal
sgency and the licensee.

{11) Nothing relating to the grant of a
license, not the grant itself, shall be
construed to confer upon any person
any immunity from or defenses under
the antitrust laws or from a charge of
patent misus#, and the acquisition and
use of rights pursuant to this part shell

~ not be immunized from the operation of

state or Pederal law by reason of the
source of the grant.

§404.8 Nonexclusive Ncenses.

{a] Nonexclusiva licenses may be
granted under federally owned )
inventions without publication of
availability or notica of a prospective
license. )

{b) n addition to the provisions of
§ 404.5, the nonexclusive license may
alao provide that, after termination of a
period specified in the license
agreemen}, the Federal agency may
restrict the license to the fields of use or
geographic areas, or both, in which the . .
licenses has brought the invention to
practical application and continues to
make the benefits of the invention
reasonably accessible to the public.
However, such restriction shall be made
only in order to grant an exclusive or
partially exclusive license in accordance
with this subpart.

§ 404.7 Exclusive snd partially exclusive
ficensea.

{aX1)} Exclusive or partially
exclusive domestic licenses may be
granted on federally owned inventons
thras moaths after notice of the
inyention's availability has been
anngunc e Fedaral Register, or
without such notice where the Pederal
agency determines that expeditious

~ granting of such a license will best serve

the interest of the Federal Government
and the public; and in either situation,
only if .
(i) Notice of a prospective license, ~
identifying the invention and the

pmsggc_g‘_‘ve licanses _has been published
i the Federal Register, providing o
oppertunity for filing written objections
within a 60-day period: .

(ii} After expiration of the pericd in
§ 404.7(a}(1)(1) and consideration of any
written objections received during the
period, the Federal agency has
determined that; -

(A) The interzsts of the Federal
Covernment and the public will best be
served by the proposed license, In view
of the applicant’s intentions, plans, and
ability to bring the invention lo practical
application or otherwise promote the
invention's utilization by the public

- practical application or otherwise

- competition or tesult in undue

~ conditions apply to domestic exclusive

" license.”

{B) The desired practital application
has not been achieved., or is not likely
expeditiously to be achieved, under any
nonexclusive license which has been
granted, or which may be granted. on
the invention;

(C) Exclusive or partially exclusive |
licensing is a reasonable and necessary
incentive to call forth the investment of

risk capital and expenditures to bring

the invention to practical application or
otherwise promote the invention's
utilization by the public: and

{D) The proposed terms and scope of
exclusivity are not greater than
reasonably necessary to provide tha
incentive for beinging the invention to

promots the invention's utilization by
the publics .

{iii) The Federal agency has not
determined that the grant of such license
will tend substantially to lessen

concantration in any section of the
country in any line of commerce to

which the technology to be licensed
relates, or to create or maintain other
situations inconsistent with the antitrust -
laws; and )

(iv) The Federal agency has given first
preference to any small business firms
submitting plans that are determined by
the agency to be within the capabilities
of the firms and as equally likely, if
execuled, to bring the inventon to
practica] application as any plans
submitted by applicants that are oot
small business firms.

{2) In addition to the provisions of
$ 404.5, the following terms and

o ﬁ j’

and partially exclusive licenses;

(i} The license shall be subject to the
irrevocable, royalty-free right of the
Government of the United States to
practice and have practiced the
invention on behalf of the United States
and on behslf of any foreign government
or internationa) organization pursuant to -
any existing or future treaty or
agreement with the United States.

(Ii} The licansa shail reserve to the
Federal agency the right to require the
licensee to grant sublicenses to
responsible applicants, on reasonable
terms, when necessary to fulfill health
or safety needs.

(iii) The license shall be subject to any
licenses In force at the time of the grant
of the exclusive or partially exclusive

{iv) The license may grant the licensee
the right of enforcement of the licensed
patent pursuant to the provisions of
Chapter 29 of Title 35, United States
Code. or other statutes, as determined
appropriate in the public interest,
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(b){1) Exclusive or partially exclusive
licenses may be granted on a federally
owned invention covered by a foreign
patent, patent application, or other form
of protection, provided that Ca

(1) Notice o? a prospective license,
identifying the invention and
prospective licanges, has been published
in the Federai Register. providing
opportunity for filing written objections’
within a 80-day period and following
consideration of such objections;

{ii) The agency has considered
whether the interests of the Federal -
Government or United States industry in
foreign commerce will be enhanced; and

{iii) The Federal agency has not

" determined that the grant of such license

will tend substantially to lessen
competition or result in undue
concentration in any section of the -
United States in any line of commerce to
which the technology to be licensed
relates, or to create or maintain other
situations inconsistent with antitrust
laws.

(2] In addition to the provisions of

-~ § 404.5 the following terms and

conditions apply to foreign exclusive

. and partially exclusive licenses:

(i) The license shall be subject to the
irrevocable, royaity-free right of the
Governmert of the United States to
practice and have practiced the
invention on behalf of the United States
end on behalf of any foreign government

‘or international organization pursuant to

any existing or future treaty or
agreement with the United States.

{ii) The license shall be subject to any
licenses in force at the time of the grant

_of the excluswe or partially excluswe
. license.

{iii) The license may grant the hcensee
the right to take any suitable and
necessary actions to protect the licensed
property, on behalf of the Federal -
Gavemnment.

{c) Federal agencies shall maintain 4

‘record of determinations to grant
. exclusive or partially exclusive licenses.

§ 404.8  Application for s licenss.

An appliction for a license should be -

addressed to the Federa] agency having
custody of the invention and shall
normally include:

(a) Identification of the invention for
which the license is desired including

" the patent application serial number or

patentmumber, title, and date, if knowmn
(b} Identification of the type of license

- for which the a dpphcauon is submitted:

{c} Name and address of the person,
company, or organization spplying for
the license and the citizenship or placs -

af incorporation of the applicant;

- (d) Name. address, and telephone
number of the representative of the

applicant to whom correspondence
should be sent;

{e) Nature and type of applicant’s
business, identifying products or
services which the applicant has
succesafully commercialized, and

- approximate number of applicant's -

empioyees;

(£} Source of information concerning
the availability of a licende on the
invention:

(8) A statement indicating whether the
applicant'is a smal] business firm as
defined in § 404.3(c) '

(h) A detailed description of
applicant's plan for development or
marketing of the invention, or both.
which shouid include:

(1) A statement of the time, nature and
amount of anticipated Investment of
capital and other resources which
applicant believes will be required to.
bring the invention to practical
application;

{2} A statement as lo applicant’s
capability and intention to fulfill the -
plan. including information regarding
manufacuturing, marketing, financiat,
and technical resources;

(3] A statement of the flelds of use for
which applicant intenda to practice the

" invention; and

{4) A statement of the geographic
areas in which applicant intends to
manufacture any products embodying
the invention and geographic areas
where applicant intends 10 use or sel!
the invention, or both;

{i) Identification of licenses prewously
granted to applicant u.nder federauy

owned inventions; :

(i) A statement containing applicant's
best knowledge of the extent to which
the invention is being practiced by
pnvate industry or Governrhent, or both,
or :; otherwise available commerc:ally-.
an,

(k) Any other information wI'uch
applicant believes will support a
determination to grant the license to
gpplicant.

§ 404.9 Nolice to Attorney General,

A copy of the notice provided for in
5§ 404.7{a)(1)(i} and 404.7(b}{1)(i) mu be
sent to the Attorney General,

' § 404,10 ModHlcation and termination of

licenses.

Before modifying or terminating a
license. ather than by mutual agreement,
the Federal agency shall furnish the
licensee and any sublicansee of record a
written notice of intention to modify or
terminale the license, and the licensee
and any sublicensee shall be allowed 30
days after such notice to remedy any
breach of the license or show cause why

V%he license shall not be modified or

terminated.

§404.11 Appeain.

In accordance with procedures -
prescribed by the Federal agency, the
following parties may appeal to the
agency head or designee any decision or
determination concerning the grant,
denial, interpretation, modification, or
termination of a license:

(a} A person whose application for a
license has been denied,

{b} A licenses whose license has been
modified or terminated, in whole orin
part: or

{c} A person who timely filed a
written objection in response to the
notice required by § 404.7(a)(1){i) or - -
§ 404.7(b}(1)(i} and who can
demonstrate to the satisfaction of the
Federal agency that such person may be
damaged sby the agency action. :

§404.12 Protection and administration of

_inventions,

A Federal agency may take any
suitable and necessary steps to protect
and administer rights to federally owner
inventions, either directly or through
contract.

§ 404.13 Transfer of custody.

A Federal agency having custody of a
federally owned invention may transfer
custody and administration, in whole or
in part, to another Federal agency, of the
right; title, or interest in such inveation. |

§404.14 Confidantiaiity of Information.

Title 35, United States Code, section
209, provides that any plan submitted
pursuant to § 404.8(h) and any report
required by § 404.5(b)(8) may be Lreated
by the Federal agency as commercial
and financial information obtained from
a parson and privileged and confidential
and not subject to disclosyre under
section 552 of Title 5 of the United
States Code.

[FR Doc. 85-5832 Filed 3-11-85; 8:45 am)
BILLING COOK 1310 13-4

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73 _
{MM Cocket No., 34-460; RM-4709}

FM Broadcast Stations, Lordshurg,
NM: Change in Table of Assignments

AGENCY: Federal Communications
Commission,

ACTioN: Final rule.






