financial interest is not so substantial as to be deemed likely to affect the integrity of the
services provided by that individual, we may consider a number of factors, including the
type of financial interest that is creating the disqualification, the relationship of the
person whose financial interest is involved to the member or member, the dollar value of
the disqualifying financial interest, the nature and importance of the employee's role in
the matter, and the need for the employee’s services in the particular matter (see 5§ CFR
2640.301(b)).

A common factor to be considered for an SGE advisory committee member and a
regular government employes is the ‘need" for the individual's services. In deciding -
whether there is a need for the member's services, you should consider;

» The uniqueness of the member's qualifications;

o The difficulty locating simitarly qualified individuals without a disqualifying financia!
interest; ’

» The value and utifity of the member's expertise to the matter being addressed by the
committeg; and

« The nature and extent of the disqualifying financial interest.

Furthermore, simple recitation of the member's credentials would not ordinarily be .
sufficient to establish "need." In other words, the issue is not whether John Doe is
qualified to be a member, but rather whether.John Doe — as opposed to another
mermber or another person who could be recruited to become a member — is critical for
that particular meeting. Need will be most persuasively shown when a reasonably
thorough search for a similarly or better qualified candidate with fewer conflicts can be
documented.

If you conclude that, for an SGE, the potential for a conflict of interest is not outweighed
by the need for the member's services, or, for a regular goverriment employee, that the
- member's financial interest is so substantial as to be deemed likely to affect the integrity
of the services provided by that individual, you should not continue to seak his
participation in the advisory committee meeting..

Alternatively, if you conclude that, for an SGE, the need for the member's services
outweighs the potential for a conflict of interest, or, for a regular government employee,
that the member's financial interest is not so substantial as to be deemed likely fo affect
the integrity of the services provided by that individual, you should proceed fo step 6.

H. Step 6 ~ Do Any Additional Regulatory Exemptions Apply, and Are There Any
Financial Interests Held Within the Preceding Twelve Months that Would Be a
Disqualifying Financial Interest if They Were Currently Held?

If you have reached this step in the algorithm, you will evaluate two more questions to
consider whether non-voting participation in a specific advisory committee meeting or
topic may be justified. As a policy matter, we generally intend to limit participation of
members who reach this_step of the algorithm to non-voting participation. Advisory
committee members who are non-voting members may participate in consensus
recommendations.

In order to determine whether a waiver is needed to consider participation by the
member on a non-voting basis, you will need to examine whether any of the regulatory
exemptlions issued pursuant to 18 U.S.C. 208(b)(2) that have not previously been
considered apply. These include exemptions for interests in securities found in 5 CFR
2640.202(b) and (c). If, after applying additional applicable exemptions, the member no
ionger has any conflicts of interests, there is no violation of 18 U.S.C. 208(a), and a
waliver is not hecessary to permit participation. However, because we believe that the
public may perceive some financial'interests involving securities in organizations
potentially affected by advisory committee recommendations as problematic,
notwithstanding the applicability of these regulatory exemptions, we intend to implement
a policy of generally limiting participation to non-voting in such circumstances even
where full participation would be permitted under 18 U.S.C. 208.

107



You also need to determine whether the member has a financial interest held within the
preceding twelve months that would be & disqualifying financial interest if it were
currently held. Although financial interests that are not currently heid do not constitute a
conflict of interest under 18 U.S.C. 208, we believe that the public may perceive some
previously held financial interests in organizations potentially affected by advisory
committee recommendations as problematic. Accordingly, we intend to implement a
policy of generalty limiting participation when a member has a financial interest within
the preceding twelve months that would be a disqualifying financial interest if it were
currently held; even though full participation would be permitted under 18 U.S.C. 208.

If you determine that the member has a financial interest held within the preceding
tweive months that would be a disqualifying financial interest if it were currently heid,
you should generally consider whether the member should not participate or whether he
should participate but not vote. If the sum of those financial interests is greater than
$50,000, the member generally would not participate 8. If the sum of those financlal -
interests is less than or equat to $50.000, the member generally would participate but
not vote,

Based on your answers to the questions in step 8, you should recommend that (a) a
non-voting waiver is appropriate, (b) non-voting participation is warranted, or (c) no
participation is warranted.

You should prepare a-memorandum for the record supporting your recommendation and
obtain concurrence from the DACOM on your memorandum.

APPENDIX 1

Algorithin for Considering Advisory Committee Member Participation

Printable version of algorithm (574 8 PDF]
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Footnotes
1. Full participation includes voting.

2. A prospective employer would be anyone with whom the employee has any
arrangement concerning future employment or with whom he/she is seeking or
negotiating for employment.

3. In limited cases, FOA may determine that participation is appropriate even if the
combined value of the non-current financial interests exceeds $50,000: In such cases,
the Gommissioner of FDUA will review the request and make a determination on the
appropriateness of participation.

4. Under 505(n}(4) no waivers may be granted for a member of a panel when the
member's own scientific work is involved. Because we dao not plan to consider voting
participation for individuals with conflicts of interest, we do not specifically ask in the
algorithm whether the member's own work is involved. :

5. in ]imitgg_ cases, FDA méy determine that participation is approptiétg evenifthe
-—-combined value of the non-current financial interests exceeds $50,000. In such cases,
the Commissioner of FDA will review the request and make a determination on the

— e

“appropriateness of participation.

Advisory Committee Home Page
FRA Home Page | Search FDA Site | FDA A-Z Index | Contact FDA | Privacy | Accessibllity

FDA Website Management Staff
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