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MEMORANDUM

DATE: Novemcer 4, 2005

TGO Shella Dearvbury Walcoff, Esq.
Assoclate Commissionery for External Relations
Food and brug ARdministration

THROUGH: Jenny Slaughter

Director, FEthics and Integrity Staff
Office of Management rfoqiams
Office of Management p

=

FROCE Igor Cerny, Pharm.D. QA

¥
s
an
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{
Director, Advisors and 6&

1

Ll@bnts Staff
Center for Drug Evaluation a

0 HX@searcn

SUBJECT: General Matters Walver under
Maha Hussain, M.D,

Maha Hussain, M.D., has been
Government emplovee. This memcrand

determination, in accordance with
need for Dr. Hussain’s participsa
general appilcabilily, outwed
interest created by any pegs
that she v have  in part:
in which she is expected
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Employment with research ;
governments, pharmaceuti COMPant
industries, or other crga @izati@nﬁ
affected by Dr. Hussain's participation ir
matters of general applicability. {No in
currently reported). '

Thna

research or
government

’fglclpation

3. Grants, contracts, or other funding
other services received frﬂm
that might be affected by I
In particular matters of genc
interests currently reported)

Llity. {No

i Grants, contracts, or other funding f
other services received from non-feder
including industries and foundations,
affected by Dr. Hussain's pmmiiczsﬁy
matters of general applicability.
currently reported}.

£

Expert witness, litigaticon
matters that might be afﬁadw
participation in
applicability. {No int eresiﬁ

&. Eny interest of a group or
Hussaln is appointed as an
or general part

v
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a speciai Government emplovee,
come involved in matters that
5 or t
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2, Dr. Hussain
and substantially

sicular

matter affe How the
authority £33 Ve
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permitting Dr 18sain » ticipate
ral applicabili

matters of
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For the following reasons, I believe that it would be
appropriate for you to grant a walver to Dr. Hussaiu !
permit her to participate in particular matters of general
applicability.

5

First and foremost, this walver is justified, in part,
pecause cf the general nature of particular mattsrs of gensral
applicability. It is well recognized that particula x matters of

¥

general applicability poses far less risk 0f a conflict of
interest. Particular matters of general applicability include
regulations, legislation, guidelines, points-to-~gonsider, and

po}icies governing classes of organizations, individuals, and
rroducts.  Particular matters of general appliicabilit not
‘%“il le particular matters involving specific parties, such as
specific grants, contracts, recommendations regarding a specific
product, or e”};mx&@"zzem‘ matters invelving known parties.
Particular matters of general applicability will not have a
unique and distinct impact on any of Dr. Hussain’s personal ov
imputed financial interests, but rather may affect cla: >E
similarly situated products and manufacturers to the same
extent,

This walver 1s alsco justified because the Agency has a need
for Dr. Hussain's gervices, in light of her expertise in :he
F | ‘ 5

ield of genitourinaxy cancer. Her partici ien will contribu
to the diversity of views and expertise represented with reﬁpect
particular matters é general applicability.

Moreover, Dr. Hussain will be participating in an advisory
“apacxiz only. The Food and Drug %dmlﬁloﬁi&uluh has sole
digcretion concerning action to be taken and policy Lo be
agsed on particular matters of general applicability.

note that this waiver only allows participation in
*;éc 1lar matters of general applicability. Tt will not allow
sain to paht,01pd e in any matters involving 3pﬁciilc
that may be affected by her financial interests, or
s 0of any person ©r organization describec
ers in which Dr. Hussaln may become involved as a

rect Government employee move from particular matte: §
general &ppi cability to more specific matters {(e.9.,
recommendations specific fTo an identified gv"ﬁf‘“'; which could

ically affect Dr. Hussain's personal and imputed financial
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:rests, the Food and Drug Administration will examine her
rerests in reiatioa to the particular matter, and either

’ a specific wailver allowing him to participate, or exclude
rom participating in the particular matter.

CONCURRENCE : %«,A/E’/{ﬁ(f?/ ///7 /(b

ughte Datd
t 4 Ethic¢s and Integrity Staff
“ice of Management Programs,
Office cf Management

DECISTON:

L///// General matters walver granted based on my
determination, made in accordance with 18 U.§8.C
§208 (b} {3}, that the need for the individual's
services culweighs the potential for a conflict
interest created by the financial interest
]
4.

attributable to the individual.

a Daaxxkury %%iﬁ%m~,¥§uq Date
iate Commissioner for

rnal Relations

and Drug Administration



