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Presidential Documents

Title 3—

The President

Executive Order 13718 of February 9, 2016

Commission on Enhancing National Cybersecurity

By the authority vested in me as President by the Constitution and the
laws of the United States of America, and in order to enhance cybersecurity
awareness and protections at all levels of Government, business, and society,
to protect privacy, to ensure public safety and economic and national secu-
rity, and to empower Americans to take better control of their digital security,
it is hereby ordered as follows:

Section 1. Establishment. There is established within the Department of
Commerce the Commission on Enhancing National Cybersecurity (Commis-
sion).

Sec. 2. Membership. (a) The Commission shall be composed of not more
than 12 members appointed by the President. The members of the Commis-
sion may include those with knowledge about or experience in cybersecurity,
the digital economy, national security and law enforcement, corporate govern-
ance, risk management, information technology (IT), privacy, identity man-
agement, Internet governance and standards, government administration, dig-
ital and social media, communications, or any other area determined by
the President to be of value to the Commission. The Speaker of the House
of Representatives, the Minority Leader of the House of Representatives,
the Majority Leader of the Senate, and the Minority Leader of the Senate
are each invited to recommend one individual for membership on the Com-
mission. No federally registered lobbyist or person presently otherwise em-
ployed by the Federal Government may serve on the Commission.

(b) The President shall designate one member of the Commission to serve
as the Chair and one member of the Commission to serve as the Vice
Chair.

Sec. 3. Mission and Work. The Commission will make detailed recommenda-
tions to strengthen cybersecurity in both the public and private sectors
while protecting privacy, ensuring public safety and economic and national
security, fostering discovery and development of new technical solutions,
and bolstering partnerships between Federal, State, and local government
and the private sector in the development, promotion, and use of cybersecu-
rity technologies, policies, and best practices. The Commission’s rec-
ommendations should address actions that can be taken over the next decade
to accomplish these goals.

(a) In developing its recommendations, the Commission shall identify
and study actions necessary to further improve cybersecurity awareness,
risk management, and adoption of best practices throughout the private
sector and at all levels of government. These areas of study may include
methods to influence the way individuals and organizations perceive and
use technology and approach cybersecurity as consumers and providers
in the digital economy; demonstrate the nature and severity of cybersecurity
threats, the importance of mitigation, and potential ways to manage and
reduce the economic impacts of cyber risk; improve access to the knowledge
needed to make informed cyber risk management decisions related to privacy,
economic impact, and business continuity; and develop partnerships with
industry, civil society, and international stakeholders. At a minimum, the
Commission shall develop recommendations regarding:

(i) how best to bolster the protection of systems and data, including
how to advance identity management, authentication, and cybersecurity
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of online identities, in light of technological developments and other
trends;

(ii) ensuring that cybersecurity is a core element of the technologies associ-
ated with the Internet of Things and cloud computing, and that the policy
and legal foundation for cybersecurity in the context of the Internet of
Things is stable and adaptable;

(iii) further investments in research and development initiatives that can
enhance cybersecurity;

(iv) increasing the quality, quantity, and level of expertise of the cybersecu-
rity workforce in the Federal Government and private sector, including
through education and training;

(v) improving broad-based education of commonsense cybersecurity prac-
tices for the general public; and

(vi) any other issues that the President, through the Secretary of Commerce
(Secretary), requests the Commission to consider.

(b) In developing its recommendations, the Commission shall also identify
and study advances in technology, management, and IT service delivery
that should be developed, widely adopted, or further tested throughout
the private sector and at all levels of government, and in particular in
the Federal Government and by critical infrastructure owners and operators.
These areas of study may include cybersecurity technologies and other ad-
vances that are responsive to the rapidly evolving digital economy, and
approaches to accelerating the introduction and use of emerging methods
designed to enhance early detection, mitigation, and management of cyber
risk in the security and privacy, and business and governance sectors. At
a minimum, the Commission shall develop recommendations regarding:

(i) governance, procurement, and management processes for Federal civil-
ian IT systems, applications, services, and infrastructure, including the
following:

(A) a framework for identifying which IT services should be developed
internally or shared across agencies, and for specific investment priorities
for all such IT services;

(B) a framework to ensure that as Federal civilian agencies procure,
modernize, or upgrade their IT systems, cybersecurity is incorporated into
the process;

(C) a governance model for managing cybersecurity risk, enhancing resil-
ience, and ensuring appropriate incident response and recovery in the
operations of, and delivery of goods and services by, the Federal Govern-
ment; and

(D) strategies to overcome barriers that make it difficult for the Federal
Government to adopt and keep pace with industry best practices;

(ii) effective private sector and government approaches to critical infrastruc-
ture protection in light of current and projected trends in cybersecurity
threats and the connected nature of the United States economy;

(iii) steps State and local governments can take to enhance cybersecurity,
and how the Federal Government can best support such steps; and

(iv) any other issues that the President, through the Secretary, requests
the Commission to consider.

(c) To accomplish its mission, the Commission shall:

(i) reference and, as appropriate, build on successful existing cybersecurity
policies, public-private partnerships, and other initiatives;

(ii) consult with cybersecurity, national security and law enforcement,
privacy, management, technology, and digital economy experts in the pub-
lic and private sectors;
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(iii) seek input from those who have experienced significant cybersecurity
incidents to understand lessons learned from these experiences, including
identifying any barriers to awareness, risk management, and investment;

(iv) review reported information from the Office of Management and Budget
regarding Federal information and information systems, including legacy
systems, in order to assess critical Federal civilian IT infrastructures,
governance, and management processes;

(v) review the impact of technological trends and market forces on existing
cybersecurity policies and practices; and

(vi) examine other issues related to the Commission’s mission that the
Chair and Vice Chair agree are necessary and appropriate to the Commis-
sion’s work.

(d) Where appropriate, the Commission may conduct original research,
commission studies, and hold hearings to further examine particular issues.

(e) The Commission shall be advisory in nature and shall submit a final
report to the President by December 1, 2016. This report shall be published
on a public Web site along with any appropriate response from the President
within 45 days after it is provided to the President.

Sec. 4. Administration. (a) The Commission shall hold periodic meetings
in public forums in an open and transparent environment.

(b) In carrying out its mission, the Commission shall be informed by,
and shall strive to avoid duplicating, the efforts of other governmental enti-
ties.

(c) The Commission shall have a staff, headed by an Executive Director,
which shall provide support for the functions of the Commission. The Sec-
retary shall appoint the Executive Director, who shall be a full-time Federal
employee, and the Commission’s staff. The Executive Director may also
serve as the Designated Federal Officer in accordance with the Federal
Advisory Committee Act, as amended, 5 U.S.C. App. (FACA, the “Act”).

(d) The Executive Director, in consultation with the Chair and Vice Chair,
shall have the authority to create subcommittees as necessary to support
the Commission’s work and to examine particular areas of importance. These
subcommittees must report their work to the Commission to inform its
final recommendations.

(e) The Secretary will work with the heads of executive departments
and agencies, to the extent permitted by law and consistent with their
ongoing activities, to provide the Commission such information and coopera-
tion as it may require for purposes of carrying out its mission.

Sec. 5. Termination. The Commission shall terminate within 15 days after
it presents its final report to the President, unless extended by the President.

Sec. 6. General Provisions. (a) To the extent permitted by law, and subject
to the availability of appropriations, the Secretary shall direct the Director
of the National Institute of Standards and Technology to provide the Commis-
sion with such expertise, services, funds, facilities, staff, equipment, and
other support services as may be necessary to carry out its mission.

(b) Insofar as FACA may apply to the Commission, any functions of
the President under that Act, except for those in section 6 and section
14 of that Act, shall be performed by the Secretary.

(c) Members of the Commission shall serve without any compensation
for their work on the Commission, but shall be allowed travel expenses,
including per diem in lieu of subsistence, to the extent permitted by law
for persons serving intermittently in the Government service (5 U.S.C. 5701—
5707).

(d) Nothing in this order shall be construed to impair or otherwise affect:

(i) the authority granted by law to a department, agency, or the head
thereof; or
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(ii) the functions of the Director of the Office of Management and Budget

relating to budgetary, administrative, or legislative proposals.

(e) This order is not intended to, and does not, create any right or benefit,
substantive or procedural, enforceable at law or in equity by any party
against the United States, its departments, agencies, or entities, its officers,
employees, or agents, or any other person.

THE WHITE HOUSE,
February 9, 2016.

[FR Doc. 2016-03038
Filed 2—11-16; 8:45 am]
Billing code 3295-F6-P
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Biological Products Licensed Prior to
July 1, 1972

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA, the Agency, or
we) is removing two regulations that
prescribe procedures for FDA’s review
and classification of biological products
licensed before July 1, 1972. FDA is
taking this action because the two
regulations are obsolete and no longer
necessary in light of other statutory and
regulatory authorities established since
1972, which allow FDA to evaluate and
monitor the safety and effectiveness of
all biological products. In addition,
other statutory and regulatory
authorities authorize FDA to revoke a
license for biological products because
they are not safe and effective, or are
misbranded. FDA is taking this action as
part of its retrospective review of its
regulations to promote improvement
and innovation.

DATES: This rule is effective March 14,
2016.

ADDRESSES: For access to the docket to
read background documents or
comments received, go to http://
www.regulations.gov and insert the
docket number found in brackets in the
heading of this final rule into the
“Search” box and follow the prompts,
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, Rm.
1062, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Jessica T. Walker, Center for Biologics
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 71, Rm. 7301,
Silver Spring, MD 20993-0002, 240—
402-7911.

SUPPLEMENTARY INFORMATION:
I. Executive Summary

A. Purpose of the Final Rule

FDA is removing two regulations that
prescribe procedures for FDA’s review
and classification of biological products
licensed before July 1, 1972, because the
two regulations are obsolete and no
longer necessary in light of other
statutory and regulatory authorities
established since 1972. These other
statutory and regulatory authorities
allow FDA to evaluate and monitor the
safety and effectiveness of all biological
products and authorize FDA to revoke a
license for products because they are
not safe and effective, or are
misbranded.

B. Summary of the Major Provisions of
the Final Rule

The final rule removes §§ 601.25 and
601.26 (21 CFR 601.25 and 601.26),
which prescribe procedures for FDA’s
review and classification of biological
products licensed before July 1, 1972.

C. Legal Authority

FDA is taking this action under the
biological products provisions of the
Public Health Service Act (the PHS Act),
and the drugs and general
administrative provisions of the Federal
Food, Drug, and Cosmetic Act (the
FD&C Act).

D. Costs and Benefits

Because this final rule would not
impose any additional regulatory
burdens, this regulation is not
anticipated to result in any compliance
costs and the economic impact is
expected to be minimal.

II. Background

A. History of the Rulemaking

In the Federal Register of July 2, 2015
(80 FR 38145), FDA proposed to remove
regulations that prescribe procedures for
FDA’s review and classification of
biological products licensed before July
1, 1972. As discussed in the preamble
to the proposed rule, these regulations
were originally issued after the Director

of the National Institutes of Health
(NIH) announced in the Federal
Register on March 15, 1972, that the
Division of Biologics Standards, NIH,
would review the effectiveness of all
licensed biologicals (37 FR 5404). In the
Federal Register of June 29, 1972 (37 FR
12865), FDA announced the transfer of
regulatory authority over biological
products from the Division of Biologics
Standards, NIH, to FDA. After obtaining
regulatory authority over biological
products, the Commissioner of FDA
proposed procedures for reviewing the
safety, effectiveness, and labeling of all
biological products licensed at the time
of the transfer on July 1, 1972 (37 FR
16679, August 18, 1972). The
procedures for review of biological
products licensed before July 1, 1972,
were codified in 21 CFR 273.245 (38 FR
4319 at 4321, February 13, 1973) and
later redesignated to § 601.25 (38 FR
32048, November 20, 1973). The
procedures for review of biological
products licensed before July 1, 1972,
were supplemented by procedures
codified in § 601.26 (47 FR 44062,
October 5, 1982).

B. Current Methods for Ensuring the
Safety and Effectiveness of Biological
Products

Since establishing the procedures
under §§601.25 and 601.26, FDA
developed new regulations to assess and
ensure the safety and efficacy of
biological products. FDA issued the
Current Good Manufacturing Practice
(cGMP) regulations, which contain the
minimum cGMP for preparation of drug
products, including biological products.
The cGMP regulations help FDA ensure
that such products meet the
requirements for product safety,
effectiveness, and labeling. FDA also
helps ensure the safety and effectiveness
of biological products through
application of other regulations, such as
the reporting of biological product
deviations by licensed manufacturers
(see 21 CFR 600.14), postmarketing
reporting of adverse experiences (21
CFR 600.80), and labeling regulations
(for example, 21 CFR part 201).
Biological products that do not meet the
requirements under these regulations
are subject to license revocation under
21 CFR 601.5, which allows FDA to
revoke any biologics license for a
product that fails to meet applicable
standards and fails to comply with
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regulations designed to help ensure the
safety, purity, and potency of the
licensed product, and that the product
is not misbranded.

In addition, FDA continues to help
ensure the safety and effectiveness of
licensed biological products through the
development and application of
additional standards and mechanisms.
These mechanisms assist FDA in
evaluating and monitoring the safety
and effectiveness of biological products.

C. Summary of Comments to the
Proposed Rule

FDA did not receive any comments on
the proposed rule.

D. General Overview of the Final Rule

The final rule removes §§ 601.25 and
601.26 of the regulations, which
prescribe procedures for FDA’s review
and classification of biological products
licensed before July 1, 1972. FDA is
taking this action because these
regulations are obsolete and no longer
necessary in light of other statutory and
regulatory authorities established since
1972, which allow FDA to evaluate and
monitor the safety and effectiveness of
all biological products.

IIL. Legal Authority

FDA is issuing this regulation under
the biological products provisions of the
PHS Act (42 U.S.C. 262 and 264) and
the drugs and general administrative
provisions of the FD&C Act (sections
201, 301, 501, 502, 503, 505, 510, 701,
and 704 (21 U.S.C. 321, 331, 351, 352,
353, 355, 360, 371, and 374)). Under
these provisions of the PHS Act and the
FD&C Act, we have the authority to
issue and enforce regulations designed
to ensure that biological products are
safe, pure, and potent; and to prevent
the introduction, transmission, and
spread of communicable disease.

IV. Economic Analysis of Impacts

We have examined the impacts of the
final rule under Executive Order 12866,
Executive Order 13563, the Regulatory
Flexibility Act (5 U.S.C. 601-612), and
the Unfunded Mandates Reform Act of
1995 (Pub. L. 104—4). Executive Orders
12866 and 13563 direct Agencies to
assess all costs and benefits of available
regulatory alternatives and, when
regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). We
believe that this final rule is not a
significant regulatory action as defined
by Executive Order 12866.

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because this final rule removes
regulations that are obsolete and no
longer necessary in light of other current
statutory and regulatory authorities,
FDA certifies that the final rule will not
have a significant economic impact on
a substantial number of small entities.

The Unfunded Mandates Reform Act
of 1995 (section 202(a)) requires us to
prepare a written statement, which
includes an assessment of anticipated
costs and benefits, before issuing “any
rule that includes any Federal mandate
that may result in the expenditure by
State, local, and tribal governments, in
the aggregate, or by the private sector, of
$100,000,000 or more (adjusted
annually for inflation) in any one year.”
The current threshold after adjustment
for inflation is $144 million, using the
most current (2014) Implicit Price
Deflator for the Gross Domestic Product.
This final rule would not result in any
1-year expenditure that would meet or
exceed this amount.

V. Analysis of Environmental Impact

We have determined under 21 CFR
25.30(h) that this action is of a type that
does not individually or cumulatively
have a significant adverse effect on the
human environment. Therefore, neither
an environmental assessment nor an
environmental impact statement is
required.

VI. Paperwork Reduction Act of 1995

This final rule contains no collection
of information. Therefore, clearance by
OMB under the Paperwork Reduction
Act of 1995 is not required.

VII. Federalism

We have analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. FDA has
determined that the rule does not
contain policies that would have
substantial direct effects on the States,
on the relationship between the
National Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Accordingly, the
Agency has concluded that the rule does
not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required.

List of Subjects in 21 CFR Part 601

Administrative practice and
procedure, Biologics, Confidential
business information.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, the Public
Health Service Act, and under authority
delegated to the Commissioner of Food
and Drugs, 21 CFR part 601 is amended
as follows:

PART 601—LICENSING

m 1. The authority citation for 21 CFR
part 601 continues to read as follows:

Authority: 15 U.S.C. 1451-1561; 21 U.S.C.
321, 351, 352, 353, 355, 356b, 360, 360c—
360f, 360h-360j, 371, 374, 379e, 381; 42
U.S.C. 216, 241, 262, 263, 264; sec 122,

Pub. L. 105-115, 111 Stat. 2322 (21 U.S.C.
355 note).

§601.25 [Removed]
m 2. Remove §601.25.

§601.26 [Removed]
m 3. Remove §601.26.
Dated: February 5, 2016.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2016—02884 Filed 2—11-16; 8:45 am]
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