-

Ty
i ‘.;" > R ] 8
| Kl W / Y
M 1 A .
| W e ’ ’
i (| » 5y "!
ol
g1 LT $ ) Q)
Wi 4
1(11{1 N )4 S

wor e, Engaging the Private Sector

through Transparency,

Public Consultations, and
Advisory Committees

INTERNATIONAL

TRADE

ADMINISTRATION

Bryan O’Byrne

June 2014



“2“\' OF o,

y { A t (TR lli‘;:" o~ AN
0, & " | ™/ G N . .
Q %, A4 7 ‘ { i Ay
& ‘\““? 4’6‘ 4 i Y/ B 4 ! ‘ sl » ',) {
S N % INTERNATIONAL . P i 7 e TN SR
= ! y " $ ~
, d ) "’ N 4

: - TRADE o . )
Z, & ADMINISTRATION \ e

S S ¢

Srargs of ©

Today’s discussion:

* Briefly examine the WTO Principles on Good
Regulatory Practices (GRPs)

¢ Discuss the role and administration of advisory
committees

% Consider the many benefits of meaningful public
consultations

“*Questions & Answers
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New WTO GRP Principles under Development

“ Transparency and Public Comment

“* Mechanisms for assessing policy options, including

the “

need to regulate”

¢ Internal (domestic) coordination mechanisms

“* Minimizing burdens on economic operators

s Imp]
“ Mec
“ Mec

lementation and enforcement

hanisms for review of existing technical measures

hanisms for taking into account the needs of

developing countries
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Advisory Committees

“ Advisory committees have helped shape policymaking
since George Washington's Administration in 1789

“*Federal Advisory Committee Act (FACA), 1972
» Clearly defines role of advisory committees
» Mandates whole-of-government, uniform approach
» Secretariat (GSA) monitors the advisory committees

» Advisory committees report to President and
Congress
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Advisory Committees (continued)

“» FACA's twin objectives for advice:
» Objective and balanced
» Accessible and open to the public
 Permits all interested persons equal opportunity to:
» attend;
» appear before; and
> file statements with the advisory committee.
% Meeting notice procedures (+15 days in advance)
¢ Minutes, reports, and attendance available to public
(Exceptions: “closed meetings” for national security)
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Advisory Committees
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October 16, 2014: Joint Meeting of the Psychopharmacologic Drugs
Advisory Committee and the Drug Safety and Risk Management
Advisory Committee Meeting Announcement

Advisory Commitiee Calendar

2014 Advisory Committee
Tentative Meetings

) ) Center Date Time Location
2014 Advisory Committee .
Calendar CDER October 16, 2014 8:00 a.m. to 5:00 p.m. FDA White Oak Campus

Building 21

2013 Advisory Committee The Great Room (Rm. 1503)
Calendar YWhite Oak Conference Center

) ) 10903 New Hampshire Avenue
2012 AdvISDWCDmmIﬁEE Silver Springl Mar}qand
Calendar

Agenda

2011 Advisory Committee The committees will discuss the risk of serious neuropsychiatric adverse events with CHAMTIX (varenicline

Calendar tartrate) tablets, NDA 21928, Pfizer, Inc., and discuss options for addressing this risk.

2010 Advisory Committee Meeting Materials

Calendar FDA intends to make background material available to the public no later than 2 business days before the
2008 Advisory Committee meeting. If FDA is unable to post the background material on its Web site prior to the meeting, the background
Calendar material will be made publicly available at the location of the advisory committee meeting, and the background

material will be posted on FDA's Web site after the meeting.

Background Material

* 2014 Meeting Materials, Psychopharmacologic Drugs Advisory Committee
Public Participation Information

Interested persons may present data, information, or views, orally or in writing, on issues pending before the

committee.

* Written submissions may be made to the contact person on or before October 1, 2014,

* Oral presentations from the public will be scheduled between approximately 1:.00 p.m. to 2:00 p.m. on
October 16, 2014. Those desiring to make formal oral presentations should notify the contact person and
submit a brief statement of the general nature of the evidence or arguments they wish to present, the
names and addresses of proposed paricipants, and an indication of the approximate time requested to
make their presentation on or before September 23, 2014,

Time allotted for each presentation may be limited. If the number of registrants requesting to speak is greater
than can be reasonably accommodated during the scheduled open public hearing session, FDA may conduct
a lottery to determine the speakers for the scheduled open public hearing session. The contact person will
notify interested persons regarding their request to speak by September 24, 2014,

T N T N [ o - p—
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Industry Trade Advisory Committees (ITACs):

¢ One kind of FACA committee, the aim of which is to
inform U.S. trade policy and negotiations and identify:

» Foreign trade barriers;
» Bilateral and multilateral negotiation objectives; and
» Key bargaining positions.
 Institutionalizes U.S. government outreach to, and
consultation with, the private sector/NGOs.

 Ties negotiation objectives to “real world” needs, the
promotion of U.S. economic interests, and global growth.

v’ Helps prevents negotiators from wasting time and energy on
agreement commitments industry does not want or need.
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International Guidance:

¢ Establish a National Coordination Committee (internal)

» Includes agencies in government responsible for trade
and industry policy as well as regulatory agencies

¢ Establish a National Consultative Committee (external)

» Membership drawn from stakeholders/interested
parties, e.g., representatives of trade associations and
other industry groups

» Participating officials include all trade ministry
officials responsible for external trade.

(Reference: "Manual of Model Procedures and Guidance Notes for the
Implementation of the WTO Agreement on Technical Barriers to
3 Trade." International Trade Centre 82 (2007))
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Together the Administrative Procedures Act (APA)
and Federal Advisory Committee Act (FACA):

**Seek to balance three factors:

» Accuracy (best aligned with available data),

» Efficiency (low cost and least delay), and

» Acceptability (fair to interests affected by outcome)
“*Results in a large base of data and opinions
“»Accountability--despite lack of elected representatives
“*Recourse to judicial review is available

v' People who care about policy and regulatory outcomes have
a structured, predictable, and equal opportunity to provide
input into the decision-making process.
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Developing meaningful engagement with the
private sector:
» Normally affords all interested persons an equal

opportunity to participate in the development of
proposed regulations of general application

» Applies the “no-less-favorable-treatment” principle to:
1) Information disclosure;
2) Notice-and-comment procedures;
3) Advisory committees; and
4) Other consultations and hearings

10
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Developing meaningful engagement with the
private sector:

» Grants government authorities, society, and the global
community the key benetfits of:

“*Borrowing the vast knowledge, expertise, and
resources of the public;

“+Driving down the information costs of developing
regulations; and

“*Implementing evidence-based, effective, and
acceptable regulations.

v’ Helps “root out” unnecessary obstacles to trade before
they become the topic of international concern.

11
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Thank You!

For questions, contact:

Bryan O’Byrne

Bryan.O’Byrne@trade.gov
+1.202.482.0705
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