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DEPARTMENT OF HEALTH AND HUMAN SERVICES

‘IIM..

p : Memorandum

& 3

Date October 18, 2000 _

“"From Nashville Branch
New Orleans District
Compliance (HFR-SE340)

Subj. FOI Requesf_s - RU 486

To CDER/OTCOM/DFOI
Attn: ——— (HFD-205) -

The attached copies of 3 sheets of handwritten notes prepared by our
Public Affairs Specialist on 9/28/00 in anticipation
of telephoned inquiries that never materialized are the only possibly
—responsive records on this subject I was able to locate in the
Nashville Branch files. We have had no complaints or inquiries about
the drug. A A

-

The attached record requires no redacti.

/S/

Compliance Officer

Attachment

Cc: — N — w/Copy Attachment
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service
&5 Food and Drug Administration
Memorandum
Date October 16,42Q00
From s> "HFR-P 140/ FOI
Subject  Request for Records on RU-486
To

o= [ CDER /HFD~205

Per your request for records/information regarding RU-486, enclosed are dairy notes
which were obtained by CSO, SAN-DO on 9/25/89.

The following charges apply:

e 38=13, 1 hour @ $29.00
=== (388 1/2 hour @ $7.00

Total: $36.00

1f you have any questions, please call me at

—————— e

Sincerely,

ISl

Fréedome of Information Tech

MIF 000008
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F:AM6\COBURN\COBURN.095 H.L.C

(Original Signaturcof Member)

106TH CONGRESS
2D SESSION H R.

IN THE HOUSE OF REPRESENTATIVES

Mr.C OBURi\: introduced thefollowingbill;whichwasreferred tothe
Committeeon

A BILL

To require the Food and Drug Administration to establish
~ restrictions regarding the qualifications of physicians to

' -prescribe the abortion drug commonly known as RU-
T 486.

-

t1 Beitenacted by the Senate and House of Representa-
2 tivesofthe United StatesofAmericain Congressassembled,

TR M

October3,2000
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F:\M6\COBURN\COBURN.095 HL.C.

I SECTION1.SHORTTITLE.
" This Act may be cited as the “RU-486 Patient
HealthandSafetyProtectionAct”.

SEC. 2. ESTABLISHMENT OF RESTRICTIONS REGARDING

2?
3
4
5 PRESCRIBING OF CERTAIN ABORTION DRUG.
6 With respect to the application that was submitted
7 undersection505(b)ofthe Federal Food, Drug,and Cos-
8 metic Act for the drug mifepristone (comimonly referred
9 toasRU-486,tobemarketedas MIFEPREX), and that
10 was approved on September 28, 2000, the Secretary of
11 Healthand Human Services, actingthrough the Commis-
'12 sionerof Foodand Drugs, shall prbmptlymodifythe con-
13 ditionsoftheapproval of suchdrugtoestablishthe addi-
14 tionalrestriction that the drug maynotbe prescribed by

15 anypersonotherthanalicensed physicianwhomeetsthe

16 followingrequirements: ’

. 17 (1) The physician is qualified to handle com-
18 plications resulting from an incomplete abortion or

19 ectopicpregnancy.

20 . (2) The physician has been trained to perform
. 21 - surgical abortions and has met all applicable legal
% 22 requirementstoperformsuchabortions.
% 23 (3) The physician ié certified for ultrasound
% 24 dating of pregnancy and detecting ectopic preg-
% 25 nancy.

October3,2000
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F:AM6\COBURN\COBURN.095 H.L.C.

3
I’ : (4) The physician has completed a program re-
] 2‘ garding the prescribing of such drug that uses a
3 curriculumapprovedbythe Secretary.
4 (5) The physician has admitting privilegesat a
5 hospital to which the physician can travel in one
6 hour or less, determined on the basis of starting at
7 the principal medical office of the physician and
8 traveling to the hospital, using the transportation
9 means normally used by the physician to travel to
10 the hospital, and under the average conditions of
11 travelforthe physician.

DG CAND

October3,2000
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heaith Servica

" ] Food and Drug Administration
Rockville MD 20857

STATEMENT BY
DAVID A. KESSLER, M.D.
COMMISSIONER
OF
FOOD AND DRUGS
PUBLIC HEALTH SERVICE

DEPARTMENT OF HEALTH AND HUMAN SERVICES

——

BEFORE THE

SUBCOMMITTEE ON REGULATION, BUSINESS OPPORTUNITIES,
AND TECHNOLOGY

COMMITTEE ON SMALL BUSINESS
U.S. HOUSE OF REPRESENTATIVES

MAY 16, 1994
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Mr. chairman, the Food and Drug Administration (FDA) has
encouraged the submission of a new drug application (NDA) for
mifepristone, commonly called RU-486, for interruption of early
pregnancy so that we can determine whether it is safe and
effective for that indication. If there is a safe and
effective medical alternative to any surgical procedure,
American women should have access to that drug regimen. We
cannot form, however, any definitive conclusions about the )
drug's safety and effectiveness, or aﬁprove'it for marketing in
the United States, without first reviewing the studies and :

other data that would be submitted in a new drug application.

On January 22, 1993, President Clinton executed a memorandum to
the Secretary of Health and Human Services directiqg her to

assess initiatives to promote‘the testing and licensing in the
United States of RU-486. In response, FDA's efforts have been

focused on encouraging and facilitating the submission of an

NDA. )

- -t
PRI,

Immediatel?"éfter the President issued the memorandum, I wrote
to Dr. Edouard Sakiz, President of Roussel Uclaf, and requested
a meeting to discuss the possible therapeutic uses‘of anti-
progestational drugs and, in particular, FDA's interest in

receiving an NDA for RU-486 for interruption of early

MIF 000016
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pregnancy. fBoth the Secretary and I also let Hoechst AG,

Roussel Uclaf's parent corporation, know of our interest.

On February 24, 1993, senior representatives of FDA and Roussel
Uclaf met to discuss the clinical and manufacturing data on the
drug that FDA would need to review as part of an NDA for an
abortifacient indication. At that meeting, FDA received a
strong commitment from Dr. Sakiz that he would find a way to
bring RU-486 to the U.S. market. Dr. Sakiz stated that Roussel
Uclaf would not be directiy involved, but instead would work
through a third party in the United States. Dr. Sakiz also
committed to making the drug available for research on other
potential uses. FDA and Roussel Uclaf agreed to continue to

work on this matter until remaining issues could be resolved.

At an April 20, 1993 meeting at the FDA, Roussel Uciaf
indicated its willingness to modify its 1982 contract with the
Population Council, a non-profit scientific and technical
organizaéiéﬁ}- These modifications would permit the Population
Counéil and its sublicensees to produce, test, and distribute
RU-486 in the United States. The Population Council agreed to
work to identify a manufacturer for RU-486 for the United
States market and to begin a clinical trial to test the drug in

the United States.

MIF 000017



At that poigtt we thoﬁght that clinical trials on RU-486 would
begin soén’iﬁ the United States. This proved not to be the
case. Before the Population Council would begin clinical
trials, the Population Council and Roussel Uclaf undertoock
complex negotiations pertaining to the transfer of the RU-486
patents and the basis for distribution of the drug in the
United States. After a year of these negotiations, on April
14, 1994, the Secretary and senior Department officials met

)
with the heads of Roussel Uclaf and the Population Council. !

At that meeting, the parties indicated their willingness to
continue their negotiations, and the Secretary made it clear to
the negotiating parties that agreement on all outstanding

issues should be reached no later than by May 15, 1994.

We are pleased that Roussel Uclaf and the Populatioﬁ Council
have concluded their negotiations, and that Roussel Uclaf has
donated the patents on RU-486 without remuneration. We
anticipate that the Population Council will now pursue the
clinical tésting of RU-486 in the United States. We will work
with the Population Council to make certain that their clinical
trials are well-designed and carefully conducted, in order to
provide useful information on how the drug might be properly
used in this country. We also understand that the Population

Council will file a new drug application for RU-486. We will

MIF 000018
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review it c%refully under the appropriate medical and

scientific criteria.

It should be recognized that the termination of a pregnancy is
not a simple procedure, whether it is done surgically or
through a medical regimen. Women should not think that
pregnancy termination using a medical regimen will be simple.
It will not be. In Europe, where RU-486 has been used in over
150,000 women, the procedure requires several visits to a }
medical facility, a precise dosing schéme using two different
drugs, and close monitoring to care for women who may
experience excessive bleeding or other complications. We
anticipate that any use of RU-486 in the United States would

have to follow the same type of strict distribution and use

conditions.

MIF 000019
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FAX NO.

Ka. A-40
& A )

_ IN_ THE SUFREME COURT OF THE UNITED GTATES

OCTORER TERM, 1993

LEONA BENTEN, ET AL., APPLICANTS,
V.

DAVID KESSLER, COMMISSIONER OF THE
FOOD AND DRUG ADMIRISTRATION, ET AL.

ON AFFLICATION TO VACATE THE
STAY PENDING APPEAL ENTERED BY THE
UNITED STATES COURT OF APPBALS
FOR THE SECOND CIRCUIT

MEMORANDUM FOR THE RESPONDENTS
IN QPPOSITION

Applicants request this Court immediately to counterpand the
respondents'’ detentlon of certain 'dzugs appllicants sought, to bring
inte the United States from anroa&. The druyg ot issue in this
case, RU-486, has not been approved for ume in the United Statas.
Indeed,‘..‘t-he‘ manufacturer of the drug bhae not aven sought FDA
approval, ';-x;e statuts provides .th:.-.t all unapproved drugs shall be
yefused admission ints the Unitad States. 21 U.S.C. 3g1(=) (3).

Therae is ﬁé;t;rdingly no basis faor applicants'! claim that the FDA

must bs mquina to permit them to bring this unapproved druq into -

the United States.

1
.
)
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1. a. ﬁéa’rederal Food, Drug, ana c::smetic.adt' ("FRCATY, 2L
U.5.C. 301 et Seq., prohibits the importation of drugs “that have
not been Approved through the comprexiensive procadures mandated by
the statute. 21 U.S.C. 385(a), 381(a}(3). The -Uuited Statss Food
and Drug Administration (FPDA) is chargad with adminiete-ring the
FDCA. Under the TrOCA, any unapéroved dyugs "shall be refused
admission" into the United States. 21 U,.S.C. 381(a)(3); see mlso
21 U.S5.C. 334 (unapproved drugs ¥ghall be liable to be proceeded
againat" through seiZures). '

For many years, the FDA has exercised its enforcement
discration by not challenging importation of certain unapproved
drugs by individuals for personal use. Thus, for aexamplag,
primarily as a matter of resource allocation, the FDA has not
restrained importation of certain innccucus druge acquiréd abroad
for treatment of non~seriocus conditions.l In addition, primarily
as a matter of humanitarian concern, 'the agency has allowed
individuals to import cartain drugs af unproven efficacy for
sarious conditions for which no' effective t'reat):lent exists.?" .

b, On June 29, 1992, appiicax{ts Lecna Benten and Lawrence
Ladexr travellad to Londen to cobtain a 600 ng. do;a of RU-4086, an
abortifacient drug that has not been approved for impertatien into

-

1"7"vhe ¥FDA advises us, for example, that it does not
ordinarily exercise its enforcement powex to block the importation
for persbnal use of unapproved headache remedies purchased over the
counter abroad, Other examples include anti-itch and anti-wrinkle
creans,

2 yor example, the FDA has parmitted importation of certain
AIDS-~related and cancer trsesatmant Arugs. :

MIF 000022
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tha Unitad Stafes pursuant to the requ:irement_s of the FDCA.3 1In
advance of their reentry intc the United States, Mr. Lader notified
the FDA that applicants would de carrying the RU-486 with thenm.
The FDA had previously determined, howevexr, thet it would not
exercise its discretion to foreyo enforcement of the statutory bar
to importation of RU-486, and had iesued hulletins to that effect
to agency parsomnel in Septombar 1988 and again in June 1989. Sae
Application to Vacate Stay, App. A. Accordingly, upon applicants:*'
arrival at Kennedy Rirpert on July 1, the illegally importad RU~486
wae detained by the United states Customs Servics. _

2. on July 7, 1992, applicants brought suit in the United
States District Court for the Eastern District of New York,
2lleging that the FDA'S deCis'iOermu&'s_lzgn_nn
importation of RU=486 violated the Adnminlestrative Procedure Act

and 553, J1 10.70, and the

4

United Sratasz cConstitufion. Seo Application, attachment 4. On

July 1s, 1992, the dietriot court issued a prelimninary injunction '
requiring the FDA to allow Ma. Banten to import the RU~486 into the

(APA), 5 U.S.C. §5 706(2)(A) end 553, 31 C.F.R.

United States. B8ee 2pplication, attacament 3. .

The district court held that Ms., Benten would be irrepexably

3 Under the FDCA, drug marufacturers bear the responsibility
for demonstrating the safety and efricacy of new drugs and for
submitting new drug applications to the FDA for appraval. See 21
U.S.C. 355(b) (1}, (c) (1), (4). No approved naw 4rug application. is
in effect for RU-486, and applicants de not allege that such an
application.has been wade and denied. Nor do applicants assert
that they sought or obtained approvel to import RU-486 pursuant to
21 U,8.8. 355(i), which permits importation of unapproved drugs,
including RU-486, for use in solentific studies. Thus, importaticn
of RU-486 into the United States ia forbidden by the express terms
¢of the FDCA.
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4
injured absent:injunctive relief because she vould have £6 hava an
abortion, "“an ,mﬁsxve surgical procedurs whicbé sha has experianced

before and does not want to go through again.¥ Application,

attachment 3, at 14.% The court rejacted respendents! argmnents'

that Ms. benten could not demonstrate irrepafable injury because
other alternative means for terminating the pregnancy were
avallable to hex. JId. at 15.

The distriet court alsa concluded that applicants had ghown
the requisits likelihood of success on the mexdta. Tha court heigd

that the FDA‘s discretionary enforcapent wvolicy permitting

{mportation of some unapproved druge was a substantive rule that
gave applicanta a right to individualized congidermtion of thair.
attempt to jxpart RU-486, and that the FDA's import bulletins
expressing the ayency's decision to enforce the provisiens of the

FDCA with respect to RU-486 were invalid because tha bulletins had
not been promulgated pursuant to the APA's noticevand-comment

-procedures, S U.S.C. 583. Id. at 16-20. In the alternative, tha
court rulad that the FDA had failed to articulate a sufficiently
reasoned basis for its decision to aenforce the FDCA by forhidding
importation of RU-486, and that the FDA's decision was therefore
arbitrary and capricious in viclation of ‘tha APA, 5§ U.S.C.
705(2)'1'11*);-. Id. at 20-21.

The district court refusaed to grant a temporary stay pending
appeal. .gpplication, attachment 2. The govempém: sought a

4 us. Benten, who is meven-and-a-half weé,xs pregnant, allages
that she muct usa the drug by July 18, 1992,

' e ¥, Uh
07718782 11i:2¢ 0§G . _ ) \augu/um

<
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temporary stay ,:?qnding appeal from ﬁhe United States Court of
Appsals for -tha:,Sacbnd Cireuit. On July 14, 1992, the  court ot
appeale granted a temporary stay penéing ity consideration of the
government!s motion for a stay pend'ing appsal. Application,
attachment 1. On July 15, the court of appeals granted the
governument’'s motion and issued a stay pending appeal. 6Seec App.,
infra, 1a.

3. It is well established that “a circuit Justice should not
disturb, ‘'except upon the welghtiect considerations, interim

deterninations of the Court of: Appé{als in nmatters pending before

it.'" New Yoxk v. Klcppa, 429 U.S. 1307, 1310 (1976) (Marshall,
Je¢ in chambers) (quoting Q_‘Rgm:kg- v. Levine, 80 8. Ct. 623, 624

{1960} (Harlan, J., in chambers)). Because applicants' legal clai=
iz withont mérit, and because the balance of equities weighs
against entry of the requested relief, the applicution to wvacads
the stay entered by the Second Circuit snould be denied.

a. Applicants contend (application at 7-9) .that the FDA'g
issuance of import bulletins informing agency persomnel of its
decisign not to permit importation of RU~486 ==~ the so-called
"import ban" ~= wvas invaliad because tha import bulletins were not
promulgated pursvant to . thé. notice~and-comment rulamaking
regquirexents .©f the APA. As a result, applicants contend, thaey
must ha E_Omiv:ted to import 'RU-GS.G into the United. States despite
the clear statutory bar against such conduct. appucant.: cannoct
demonstrate imy likelihood of success on their claim.

The most obviocus flaw 4in applicants' argument is that they

MIF 000025
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would not be entitled to any reliaf aven if tha FPA's Yimport ban"
bulletins wefa dmsd wholly invalid for failure to satisfy Ai?h.
notioo-a.nd-comx;ent requirements.® Those bulletins merely restated
tha unambiguous command of the PDCA, which forbids importation of
unapproved drugs such as RU-486; invalldation of the bulletins
would not remove the statutory bar to the relief applicants #aek. |
Rather, applicants could prevall only if they could establish a
legal entitlement to escape. entorvenant af the eypress command of
thae ¥DCa.

In an attempt to establish cuch entitlement, applicants rely
on the FDA's ior.gatanaing policy of permitting importation of
cexrtain drugs for personal ‘use in some circumstances, See

Application at 3-¢.5 As even a cursory reading of the FDA's

S Moreover, applicants are incorrect in asserting that thesa
bulletins were subject to the notice~and-comment requirement. The
Bulletins merely expressed tre FDA's intarnel policy decision to
enforce the express requirements of the YUoaQA with reepect to RU~-
486, and did not impose burdens or requiremants beyond those
created by the plain language of the FDCA. Tha ¥Yimport ban" of
which applicants complain derives from the statute itself, not from
any bdbulletin issyed by the FDA, As ¢genaral statements of
enforcement policy, the bulletine ware exempt from the notice and
conment requirement= of the APA and the PDA'e regulations governing

€ The district csurt ruied that the FDA!'S intermal idance
was invalid for failure ta comply vith the procedural requirements
of the APA., Application, attachment 3, at 18-19. If that ruling
were correct, and tha intermal quidance were invalid, <then
epplicants would be deprived even of their argument that the
internal guidance scmehew entitles thenm to import RU-486 despite
the unambiguous statutory command to the contrary. While
spplicants. do . not expressly defend this aspect o©f the distriot
court'!s ruling in their papers in this court, the district court's
ruling on this issue is nonetheless of conslderable significance,
becausa it demonstrates quite clearly ¢that eacceptance of
2pplicants! sweeping interpretation of tha APA's procedural
regquiraments leads inavitably to the concluegion that the very
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internal policy #ianmual indicates, hoWaver, that pealicy craatas no
entitlement on the part of any individnal to import any partiocular
unapproved drug in ocentravention of the statutory ban. The
relevant internal policy guidance provides:
Even though 2all products that appear to be in
violation of statutes -administered by FDA are
subject to refusal, FDA persomnel QDAY use thelx
discretion to examine the background, risk, and
purpose Of the products before wuaking & final
_édecision. Although FDA may use its enforcement
discretion te allaw aamission of certain vislative
items, this should pot be interpreted as a license
to individdals to kring in such shipwments.

FDA Regulatory Procedures MNanual (MRPMM) $-71-30 (12/11/89)

(emphasis added), reproduced at Application, App. B.

The internal guidance then notes two situations in which, "in
deciding whether te exercise discretion{,] *# * * FDA personnel
should consider a mora permissive policy * % & " RPK 9-71-30(C).
Tha first circumstance is for non-sericus conditions where “the
product is not known ta represent a si’gniricant health xdisk."
Ihid. The second is for sarious conditions for which no effective
treatment is available, and wvhare the product dees not presant “an
unreascnable risk." Xbid. '

The provisions of the internal guidance at isgue . here
obviously jarovide no besis for applicantm' assertion that they
possess a-judicimlly enforssable right to evade the clear mandata
of the FDCA. The internal guidance is written entirely in terms of

discretion, advising FDA personnel to ®use their discretion to

policy of discretionary waivers on which they rely st be deemed
invalid,
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fconsicarT a ";xng;a pernissaive policy" undar extremely general
critaria that ég net purpert to ha exclusive.‘ Thus, the internal
gu;danca reflaots wmerely the general areas in which the FDA has
dacided that {t may consider relaxed enforcement of the statutary
mandate. Even if a Darticular drug qualified under each and every
criterion set forth in the Manual, the agency would in no senze
have surrendered its authority ta preclude importAticn in
accorxdanca with the statute. The internsl quidance itself makes
that clear by its own tarms;. RPM 9-71-30 (excrxcise of discretion
"should not be Interpreted as u' license tc individuals to bring in
such shipnea_nta“) . .

Far from conferring vested rights on applicants, the internal
guidance oited by applicants nersly serves as a non-bindin
expression of agency anforcement policy in an area that this Court
has already held is "coumitted to agency discretien by iaw," 5
U.S.C. 701(a) (2), and is therefore not subject to judicial review:
under the APA. 2as this Court made clear in Hecklex v. Chanay, 470
U.S. 821 (1945), "the [FDCA's] enforcenmnt pmvxaiem * & % commit
complete discretion to the eex:retuy to daoida how and when they
should be exercised."’ Thi=a Court heald in ghmex that there can

7 chaney, like this cass, involved a challenge to the FDA's

enforcement of the FDCA. In Chaney, prison immates alleged that
drugs used for capital punishment violated the FDCA becalse they
ware unepproved for that purpose, and therefore misbranded under 21
U.5.¢. 3527 and that the drugs violated 21 U.S.C. 355 because they
hed net besen shown to be "safe and effective." 470 U.S5. at 824,
The plaintiffs raquested the FDA to take enforcexment action against
thace dyugs,-and the FDA refused. The Suprame Court held that this
decision by the FDA was committed to the FDA'sS alscreticon, despite
the requirement of the FDCA that ®"any pexson vho viclates the Act's
substantive prohibitions 'shall pe imprisoned ... or fined.'™ Id,
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be no judicial review of such .aqemcy aétion beoauss "the a:t-.atu{-,a is
drawn so that a ¢ourt would have no me&.ningful. etandaxd against
which to Jjudge the. agency's exercise of discretion.® Tha Court
declared that "if no judieinlly manzgeakle standards' are availablé
tor judging how and when an agency should exercise its discretion,
then it iz impossibla to evaluate agency actioen for ‘'abuse of
discration.'t Id. at 830. See also Wehster v. Dog, 486 U.S8. 592,
€00 {193‘8): citizeng *o Preserve Overton Park v, Volpe, 401 U.S.
402, 410 (1971). ,

Here, the clearly discreticnary language of ¢the internal
quidance cannot alter the result reached in Cheney. This Court in
fact refused to read an FOA policy statement at issue in Changy "to
circumscribe agency enfurceme:ﬁ:. discretion." 470 U.3. at 836. As
in ghaney, the internal rolicy guidance relied upon by applicants
simply cxreates no binding legal requirement for the Courts to
enforce.? .

This caca is a particularly appropriata ona for Jjudicial
daference to the exercise of agency disoretlon, becausc applicants
essentially seek to reverme the FDA's decision to enforce tha

express requirements of the FDCA. When a plaintiff chellenges an

at 835 (citation omitted).

8 Indeed, since the internal guidance is found in the FDA's
internal policy manual rather than in any regulation, even a
provision phrased in mandatory terms would almest certainly not
create any judicially enforssable rights. See Schweiker v. Hansen,
430 U¥.8. 785, 789 (19%1). At the very least, such an agency pollicy
manual could never be used ts anjoin an agency fronm enforcing the
unambiguous oommande of a gtatute: yet that is precisely the relier
epplicants seak in this case.
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agenoy's implémentation of 1its enforcement diacretion, "tha

MIF 000030

pxn:u‘mptio;l i’iwtnat Judicial review is not aveilable.® Eegkler v,
Chaneyv, 470 U.S. at 831l. Applicant;s offer no basie on which to
overcome that presumption, which ia reinforced by the non-binding
language of the internal guiqﬁnce on which applicants rely. 1In
short, the FDA's "enforcement actions (alre comittec% ta the
complete discretion of the FOA tn decide when and how they should
be pursued."™ Hebster v. Das, 486 U.S. at 600.

If enaything, the FDA's 'e.nforcemen'c decision in this case falle
sven more clearly within ite unreviewable dis:cretiun than did the
decision at issue in Chanev. In Chanev, the plaintiffc wara at
least able to allege that the agency was failing to enforc§ the
requirements of the statute. Here, by contrast, the statute
clearly prohibits the importaticn of RU—-:SG. and the agency is
merely attempring to enforce that prohibition. Applicants seek
judicial review, net to force tha FDA to cémply vith the provisions
of the FDCA, but ra.thar to avade the express tarms of that statute
in reliance en a strained interpretation of an internal agency
policy manual. Applicants! attempt to make this end-yun around tha
requirenants of the FOCA cannot be permittad to succeed.

For all the foregoing reasons, the roA‘'s decision to enforce

the indisﬁntable ‘terms of a concededly valid statute against an

unmistakably clear statutory vieclation is not the preper subject of

{udicial .géview. .This result ia not affectad by the fact that the
FDA notified its personnel that the statute should be anforced when
it 1ssued its 1968 and 1980 import bulletins concerning RU-486.

t
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di;ocreticn- *.fhe bullifens themsalves are not an "iwport ban."
Unappraved drugs are banned by statute; an impert bulletin merely
effactuates the statutory command. ‘

Finally, sven 1f the YDA'‘s deciuicn to onforce the statutory
ban against inportation of RU-486é wnra‘prcgerly subjact to judiecial
review, applicants®' clain vould =still fail. Assuning, as
applicants' allegations seem to récognize (see Application,
attachument 4, at 4 € 5), that Dregﬁzmcy is properly charzcterized
as a “eeriouvs" condition, FDA personnel would have discretion undex
the intarnal guldance to pe'::mit': iﬁportation c;r the drug. only if
ugffective treatment may not be available domestically.® REM 9=71-
30(C). NXNo such finding cculd possibly be made with respect to RU-
486, given the alternative options available in the United States.
If, on the other hand, pregnanhgy could ba characterizald as a non~
serious condition, the internal guidance would.nmenethelass suggest
that importation shouwld not be approved, be'cause the agency has not
concluded that RU-486 poses na “significant health risk.” Ibid.
Moreover, tha ageney!s interpretation of the ;pblicaticn of its own
policy to WU-486 would be entitled to substantial deference. See,
e.3,, Lyng ¥v. Payne, 476 U.S. 926, 933 (1986) (court could not run
sroughshod® over an agency'é undaratanding of its own directive).
Accordingly, the district court's holding that tha FDA's action in
this-caae was arbhitrary ana capr;cioua cannot ‘withstand scrutlny.

.:Applicants have alao failsd +o demonatrate. that the
balance or eguitics euppcx:t ths entry of an order fo:bidding
enrorcement of the statuta. See Eoltzpan v. Schlesinger, 414 U.S,
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1304, 1308-1309 {1573). Ms. Bantan states that che would prefac

a drug-lnduce& abortion to a surgical abortion, but dces Dot allege

that a surgical abortion would be ineffective or unusually unsafe .

in her case. £ha also states that she would prefsxr to take tha
drug {n the comfort of har gwn home, bUt Aoes not sllege that she
could not have taken the drug aproaa.’

Against this asssrted harm, the Court must weigh the impact of

precluding the FDA from enforcing the health .and §afety statuts
enacted by Congress. The governing sté.tuta requires that drugs nay
not be amported wunleos thay.' are eapprovad by the FDA through
established procedures. Persons seeking unapprovad treatments for
a variety of illinessas and conditions may guestion the wisdom of
that 1legizlative Judgment.. éut that  1s the congreccional
determinztion, and the courts have Tepeatedly vrecognized the
inportance of the overriding goal of the etatﬁte. See, e.9.,
United states v. &n Article of Drug ... Baocto-Unidisk, 394 U,.S, 784
(1969} ; United States v. Dotterweich, 320 U.S. 277 (1943). See
generally Ewing v. Mytinger & Cassslberrv, .Irgc,, 3319 U.S., 594

(1950} (denying injunction against FDA seizure actions althougn -

enforcement actions ocould causa “ixreparable danmage to a

business®) .
The government and the public interest are irreperably harmed
vhen the Judiciary mandates contraventiconr of fundamental safety

9 Ms,-Benten now cldims (application at 6 n.2), without
substantiation, that British law waquld have precluded her f£rom
taking the drug in Britain. Even. assuming sheée iz correct, she has
never claimed that she was unable to travel to any country where
ahe could have both eobtained and teken the drusg.
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laws. Indeed, Jvan when health and safety : concaxrns esre not
d.u‘ectly st isaue, it is vell—esrablz.uned that :Lntarference with

governmental regulatory and e.nrorce.ment sche.mas is a garicus and

irreparable injury. See New Motor Vahicle Bd. v. Qrrin W, Fox Co.,
434 U.s. 1345, 1351 (1977) (Rehnguist, J., in chambers) (“any tima
[tha govermment] is enjoined by a court from effectuating statutes

enacted by x:apresentwi:ivon af its people, 1t suffers a form of

MIF 000033

irreparakble injury“j)) Coleman v. Paccar Inc,, 424 v.S. 1301, 1307-
08 (1976) (Rehnguist, Y., in chambers]}. In sum, the district court
erred in setting aside the plain dictats of the FDCA and the

‘agency's enforcement action and arrogeting to itself the role of

supervigor of the public'g health and safety, and the couxrt of
appeals properly stayed enforcement of the district court's
dec;.sion rpending appeal.

It iz therercre reape&ttully su.bm.tted that ths epplication
for a stay should be deniad.

KENNETE W. STARR
Sqlicitoxr Cenearal

JULY 1922
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Mr. Chairman: .
I am pleased t& be here today to discuss with the Subcommittee
the Food and Drug Administration's (FDA) activities related to

the unapproved new drug RU-486.

I am Ronald Chesemore, Associate Commissioner for Regulatory
Affairs. I am accompanied by Dr. Solomon Sobel, Director of
our Division of Metabolism and Endocrine Drug_ Products and

Sandra Barnes of our Genergl‘Counsel's office.

As you know, RU-486 is a drug that is approved in France for
early abortion through a limited distribution system when used
with one of two prostaglandins also approved in France.
Studies have been conducted'on the treatment uses of this drug
including brain tumors, breast cancer, Cushing's syndrome, and
other types of cancer. This drug is the subject of an import
alert which means that if observed coming into the country
either through the mail or with individual persons, it will be
detained by FDA field personnel and U.S. Customs Service
officials. ._I .should make the distinction, however, that with
respect to the importation of unapproved drugs; those drugs
under an investigational new drug application (IND) can be
imported for réﬁéarch purposes, but individuals cannot import
an unapproved drug for personal use unless it meets certain
criteria. In the case of RU-486, importation for research for

any therapeutic use could occur if an approved IND exists.

MIF 000035




£ -
ew va ocess

Before discussing issues related to RU-486 in more detail, I
would like to describe for the record the procedures by which a
new drug is brought to the market in this country. As you~
know, under the provisions of the Federal Food, Drug, ana
Cosmetic Act, FDA has the responsibility to monitor the use of
investigational new drugs by éIleing clinical studies to
proceed, if appropriate, and to review the scientific data

supporting a marketing application.

In order to start testing of investigational drugs in humans,
an Investigational New Drug application (IND) must be filed
with FDA by the drug's sponsor, usually a drug firm. The IND
must contain information adequate to demonstrate that it is
reasonably safe to test the drug or drugs in human subjects,
including drug composition, manufacturing controls data, the
results of animal testing, information on the training and
experience 6f investigators, and a plan for thg clinical
investigationt"xn addition, FDA requires that informed consent
be obtained to:protect the rights and safety of human subjects.
The clinical protocol content of that informed consent document
must be approved by a local ethics committee known as an

Institutional Review Board.
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Clinical testing under an IND to develop adequate data to
apprdve drugs for generai marketing, whether done by the
pharmaceutiéalﬁéompany, an academic institution, or the
National Institﬁtes of Health, is normally divided into three
sequential phases. It is important to point out that FDA does
not actually do the clinical testing of drugs before they_are
marketed. Pharmaceutical manufacturers, the National -
Institutes of Health, and other research institutions across
the country carry out progfamé'tb identify, dévélop and test
drugs. It is FDA's responsibility tq review and analyze the
results of the testing to determipe ultimately if a drug is
safe and effective for wideéﬁread marketing for use by the

general public.

Phase 1 is the initial introduction of an investigational
therapy into humans to determine safety. Phase 1 studies are
intended to assess the safety of the drug with an emphasis on
identifying toxicities associated with varying doses, and to
determine how the drug is distributed and degraded by the
body. Phase'1~§tudies often include fewer than 100 volunteers
(patients) -and- may take as 1onq as one to two years to
complete. - ..

The second phase of IND testing usually involves the first
controlled clinical studies in patients to evaluate the

effectiveness of the drug for a particular indication and to
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determine common short-term side effects. Phase 2 studies
typiéally invoive a few hundred patients. After Phase 2
studies aremcdgﬁleted, the drug's sponsor usually has learned
much about the drug's safety and effectiveness, and larger
studies involving several thousand patients are conducted-as
Phase 3 studies. These Phase 3 studies generally are intended
to verify the initial study results in broader populatidnﬁ, and

to collect enough information to support marketing approval.

W

3
3

Once Phase 3 testing is completed, the sponsor submits thé test
results to FDA in the form of a New Drug Application (NDA). ’
FDA's medical officers, pharhacoiogists, chemists, and
statisticians review the application in parallel to determine
if the sponsor's data.demonStrate that the drug is safe and
effective for the_claimed indication. In certain instances, a
drug may be brought before an expert Advisory Committee to the
FDA in order to seek their advise on a new product. If it is
determined that safety and effectiveness have been
demonstrated, the drug is approved for'marketing for that

indications - -

-

The above desq;ibes our process for approving new drugs.

However, an import alert does not impact this process.
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Strictly inkeféfeted, the Federal Food, Drug, and Cosmetic Act
prohibits the iﬁportation of any drug product that has not been
approved for use in this country. However, FDA has for many
years exercised its enforcement discretion to allow the ST
importation of small amounts of drugs for the personal use of
patients,'provided they do not pose unreasonable or significant
safety risks, and their useaﬁiii}not be commefcialized. The
intent of FDA's personal importation policy is to guide FDA
field personnel on how to usg enforcement discretion. FDA's
personal importation policy‘is contained in the Pilot Guidance
issued in July 1988 and in chapter 9-71 of FDA's Regulatory
Procedures Manual. I would iike to submit copies of thesé

documents for the record.

Specifically, the policy provides that FDA will use its
discretion to allow entry of certain unapproved drug products
that are carried or mailed into this country if they meet the
following criteria:
o the quant;;y of the drug or other product demonstrates
that the product is intended for personal use - generally,
not more than a 3-month supply for one person;

.~

o the product is intended to treat a serious condition for
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which no treatment is commercially available in this
% . 3 N

country;

e there is no known promotion or commercialization of the

product;

o the product does not pose unreasonable safety risks to the

patient; and ‘ ‘ -

o the patient confirms that the product is for his or her
personal use, and providés the name and address of a
practicing physician wﬁo will be responsible for his or
her treatment (or provides evidence that the product is

needed to continue treatment bequn in a foreign country).

On a case by case basis, the above criteria are considered in
determining whether FDA will allow entry of certain unépproved
drug products. It should be noted that discretion has also
been used to allow importation of unapproved drugs where the
intended uég;bf-the drug is appropriately idenﬁified, the use
. is not for treatment of a serious condition, and the drug is
not known to‘féiiesent a significant health risk. This is
meant to épply, for example, to a traveller who develops an
upper respiratory tract infection and reenters the United

States with a remedy purchased abroad.
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In those instances where the Agency has determined that
importation pf?g‘&rug product is not appropriate, it may advise
its district offices by issuing an import alert. An import
alert means that the discretion allowed under the personal -
importation policy is not appropriate and FDA field personnel
are directed to detain and refuse entry of a certain product
under specified circumstances. Currently, there are
58 import alerts covering various human drugs- and classes of

drugs. N

FDA may choose to issue an import alert under certain

circumstances including:
e the personal importation of a product that appears to
create either a direct or indirect risk to the public
health; or

o the promotion of unapproved foreign products; or

o the repeated importation of products that constitute a
health fraud.

~

The approval and availability of RU-486 as an abortifacient
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when used in codnjunction with a prostaglandin in France has
resulted in a é?éﬁt deal Qf publicity in this country. This
has in turn gehé?ated a significant number of inquiries to the
Agency from the public and the Congress about the status of RU-
486 in the United States, and whether or not it should be
imported into this country under our existing personal .~
importation policy.
As you know, the use and digtiibﬁtion of RU-4§6 together with a
prostaglandin in France are carefully controlled. The drugs 1
are available only in certaiq-clihics where patients can be
closely monitored. Patient; are required to make several trips
to the clinic where RU-486 and the prostaglandin, an ancillary
drug essential to the effeétiveness of RU-486, are adminiséered
under the supervision of a physician. Once the patient
receives RU-486, she is allowed to leave the clinic but must
return 2 - 3 days later so that the she can receive the
prostaglandin. After the patient is observed for several hours
to determine that no complications have arisen, she is allowed
to leave the clinic. The patient then must return to the

clinic after several days for further observation.

——

Since neither RU-486 nor either of the two prostaglandins used
in France is approved in this country, FDA has not evaluated
their safety and effectiveness nor evaluated what controls

might be appropriate in this country to ensure their safe use.
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Although FDA cénLregulate the conditions of use for
investigationaiidrugs covered by an IND, no such controls would
be in place to ensure safe use of these products if they were

imported for personal use outside the IND procedures. -

We, therefore, became concerned that the publicity rega:diﬁg
the availability of these drugs overseas might create a demand
in this country, which could in turn foster igpbrtation of
these unapproved drugs leéding’to unsupervised use and/or
clandestine distribution. We recognize that importation may
not be accomplished easily pécause of the limited availability
of RU-486 in France. We believe; however, that it wvas
appropriate to issue an impqrt alert for these unapproved new
drugs, given our responsibility to protect the public health.
We also took this action because, as an abortifacient, RU-486
is not proposed for treatment of a serious condition for which
no alternative treatment exists, a primary consideration in the
development and implementation of our personal importation
policy. Nor could the Agency conclude that RU-486 and the
prostaglan&iké;'as they might be used, posed no significant
health risK;:—"The Agency was concerned that because of the

intended use'df'RU-486, potential users might well not be under

the care a physician.
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In addition, to be optimally effective, as I mentioned, RU-{SG
must be used fﬁﬁéonjunction with a prostaglandin. |
Prostaglandinézire potent drugs that themselves can cause
serious adverserevents. Indiscriminate or unsupervised use
could be hazardous to the patient's health because of the risk
of serious adverse effects such as excessive uterine bleeding,
severe nausea, vomiting, and weakness, which might requife

prompt medical intervention. “

Consequently, the import alert, which pointed out that use of
RU-486 posed unacceptable saféty risks to the Aﬁerican public,
was issued on June 9, 1989,A;nd alerted FDA field offices to
detain all unapproved abortifacient drugs, including RU-486. I

would also like to submit a'copy of that alert for the record.

In summary, we continue to believe that use of our discretion
to permit importation of unapproved RU-486 under the Agency's
import policy is not appropriate. We believe that our decision
to restrict the importation of RU-486 is sound from a public
health staadpo{pt and is consistent with our policy on personal
importation of unapproved drugs.

—— N
PR

We are aware of the American Medical Association's Resolution,
adopted at its annual House of Delegates meeting in June 1990,
supporting "the legal availability of RU-486 for appropriaﬁe

research and, if indicated, clinical practice." 1In my
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presentation, I described the process by which clinical
research with RU%486 could proceed. We have placed no barffers
in the way of research and can supply ample documentation of

this fact to the Committee in executive session. It is,

however, incumbent upon a sponsor to initiate the request to
begin studies by submitting an application to FDA. The Agency
is committed to maintaining the scientific integrity of th's
new drug testing and approval procesé carried. out under the

existing laws enacted by the Congress.

We would be pleased to ansﬁer'any questions you may have.
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IN THRE UNITED STATES DISTRICT COURT
FEOR THE EASTERN DISTRICT OF NEW YORK

FRANK W. HUNGER
Assistant Attorney General
Civil Division

DRAKE CUTINI

Office of Consumer Litigation
U.S. Department of Justice
P.0O. Box 386

Washington, D.C. 20044

(202) 307-0044

ZACHARY W. CARTER
United States Attorney

CHARLES KLEINBERG
Assistant United States Attorney

Attorneys for Defendants

LEONA BENTEN,

Plaintiff, Civil No. 92-3161
MEMORANDUM IN OPPOSITION
TO PLAINTIFF'S MOTION FOR
SUMMARY JUDGMENT AND IN
SUPPORT OF DEFENDANTS'
MOTION FOR SUMMARY JUDGMENT

v.
DAVID KESSLER, et al.,

. Defendants.

INTRODUCTION

As outlined.in defendants' brief in support of their motion
to dismiss, plaintiff has requested this Court to enter a
judgment that would prevent the United States Food and Drug
Administration (FDA) from enforcing the Federal Food, Drug, and
Cosmetic Act ("FDCA" or "the Act") and to order the FDA and the
Customs Service to allow an unapproved drug to be illegally
imported into the United States.

In examining plaintiff's attempt, it is important to note
that there is no "import ban" on the importation of RU486
(mifepristone), as plaintiff has characterized the import alert.
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RU486 is permitted into the country when imported as part of
Investigational. New Drug (IND) studies, and it is being imported
at the present tlme for studies for abortifacient and

non- abortifaciént uses. FDA has in no way interfered with the
importation of RU486 when used as part of a careful, controlled
study pursuant to an IND, and has publicly indicated support for
such studies. Such INDs are part of the comprehensive,

thorough, and detailed statutory process that Congress has
required to be utilized in order for a drug to be legally
marketed in this country. The culmination of this process is the
submission of a New Drug Application (NDA) by the party seeking
to manufacture or distribute a drug, and the FDA's analysis of
this application. A drug can only be approved under this process
if FDA concludes that it is "safe and effective" for its intended
use after review of the voluminous NDA.

It is undisputed that RU486 has not gone through this
process, and is not approved for use in. this country outside of
IND trials. Although FDA has done nothing to hamper the drug
approval process, plaintiff seeks to evade this process
altogether by having this Court conclude that RU486 is safe and
effective for use as an abortifacient, and should be permitted
into the country without restriction for that use. 1In other
words, plaintiff wants this Court to take over the functions of
the FDA. As discussed below, the scientifically-based
drugapproval process is intricate and thorough and requires a
significant amount of scientific knowledge and expertise, which
is one of the main reasons that Congress has entrusted the task
to FDA.

Congress has also entrusted FDA with the authority and
discretion to prevent the importation of drugs that are not
approved in this country. It is undisputed that RU486 is not
approved; thus, FDA has authority and discretion to preclude the
importation of this drug. The agency does not need to engage in
rule-making procedures to enforce the law. As defendants
demonstrated in their motion to dismiss, this case should be
dismissed as moot because it is unlikely that plaintiff will
again attempt to bring this drug into the country. The case
should also be dismissed because the challenged action is
committed to agency discretion and because plaintiff has failed
to exhaust her administrative remedies.

However, if the case is not dismissed for those reasons,
judgment shouldibe granted in favor of the defendants because
the challenged import alert is not a rule for which notice and
comment were necessary, because the import alert is reasonable
and not arbitrary or capricious, and because it does not violate
the Constitution. These issues are discussed in further detail
below. Also, this case is now moot  for a second reason
notdiscussed in the defendants' motion to dismiss, and that
reason is discussed below.

ARGUMENT
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As defendants discussed in their initial memorandum, it is
well-established that "federal courts are without power to decide
questions that gapnot affect the rights of litigants in the case
before them." North Carolina v. Rice, 404 U.S. 244, 246 (1971).
"To invoke the jurisdiction of a federal court, a litigant must
have suffered, or be threatened with, an actual injury traceable
to the defendant and likely to be redressed by a favorable
judicial decision." Lewis v. Continental Bank Corp., 494 U.S.
472, 477 (1990).

The "case-or-controversy requirement subsists through all
stages of federal judicial proceedings, trial and appellate." Id.
at 477. See also New York City Emplovyees' Retirement System v.
Dole Food Co., 969 F.2d 1430 (2d Cir. 1992); Deeper Life
Christian Fellowship, Inc. v. Sobol, 948 F.2d 79, 81 (2d Cir.
1991); Christopher P. v. Marcus, 915 F.2d 794, 802 (2d Cir.
1990), cert. denied 498 U.S. 1123 (1991).

Even though some cases are not moot because the issues are
"capable of repetition, yet evading review," this doctrine is
applicable only in "exceptional situations." See Lewis, supra,
494 U.S. at 481; Deeper Life, supra, 948 F.2d at 82. The
SupremeCourt has stated that, in order to meet this limited
exception, the challenged action must be too short in duration to
be fully litigated prior to its cessation, and there must be a &
"reasonable expectation" or "demonstrated probability"™ that the
same controversy will recur involving the same parties. Murphy
v. Hunt, 455 U.S. 478, 482 (1982). A "mere physical or
theoretical possibility" of repetition is insufficient. Id. See
also Lewis, supra, 494 U.S. at 481; Weinstein v.Bradford, 423
U.S. 147, 149 (1975); Deeper life, supra, 948 F.2d at 82; Direct
Marketing Association v. U.S. Postal Service, 721 F.2d 55, 58-59
(2d Cir. 1983) ("unusual circumstances" make case "not likely to
recur."); Trane Co. v. O'Connor Securities, 718 F.2d 26, 27 (2d
Cir. 1983) (while recurrence was "abstractly ... conceivable," it
was not likely).

Although this Court has stated that the fact that plaintiff
Benten has terminated her pregnancy does not moot this case,
Memorandum and Order on Motion to Intervene at 3, Sept. 30,

1992, additional factors render plaintiff's complaint moot and
not capable of repetition. As discussed in defendants'
memorandum in support of their motion to dismiss, it is not
likely that plaintiff will be able to attempt to bring RU486 into
the country again to challenge FDA's import alert, and the case
is moot for that reason.

An additional reason that this case is now moot is that
RU486 is presently available in this country for investigational
use as an abortifacient, and there is nothing to suggest
thatplaintiff could not now obtain this drug legally in the
United States for that purpose. As shown in Attachment A hereto,
the Population Council has stated that it is presently clinical
trials of RU486 at various clinics around the country. As that
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News Release makes clear, the manufacturer of RU486, Roussel
Uclaf, donated the U.S. rights to the drug to the Population
Council, withoq}i;enumeration. Attachment A at 2. The
Population Couneil plans to submit a New Drug Application to the
FDA and hopes to-gain FDA approval by 1996. Id. at 2, 6. In an
earlier News Release, the Population Council noted that these
clinical trials required that it amend its current IND.
Attachment B.

This drug would be available to plaintiff as a participant
in the clinical trial under the IND. The record reflects that
plaintiff has associations with people connected to the ongoing
clinical trial. One of plaintiff's declarants for her 1992
complaint, Dr. Wayne C. Bardin, is Vice President of the
Population Council and, apparently, submitted the IND that is
currently underway on their behalf. See Declaration of Wayne C.
Bardin at 1-3; Attachment A at 1. Another of plaintiff's
declarants, Dr. David Grimes, is stated to have "[c]onducted
clinical trials with mifepristone,” and has the "most experience

with [the] drug in U.S."). See Attachment A listing of
"Mifepristone Expert Resources Group." Moreover,

plaintiff'sphysician, Dr. Louise Tyrer, stated in her

Declaration that plaintiff Benten is an appropriate candidate for
RU486, and that Dr. Tyrer has met with Dr. Grimes and with the X
person who developed RU486. See Tyrer Declaration, exhibit B to
plaintiffs' memorandum in support of their motion for preliminary
relief.

There is no evidence to indicate that FDA has ever
restricted in any way the importation of RU486 for legitimate
research pursuant to INDs. See RU486 Hearings, Testimony of
Ronald Chesemore at 35, 36, 43, 46, statement of Dr. Sobel at 40,
50-51; statement of Ms. Barnes at 42, 48. Also, the Secretary
of HHS and the Commissioner of the FDA have encouraged-the
submission of an NDA for RU486. FDA has written to the )
manufacturer of RU486, Roussel Uclaf, and both HHS and FDA have
met with Roussel Uclaf and Population Council representatives.
See Statement By David A. Kessler, M.D., Commissioner of FDA
Before the Subcommittee on Regulation, Business Opportunities,
and Technology, .Committee on Small Business, U.S. House of
Representatives, May 16, 1994, Attachment C hereto. FDA has
stated its willingness to work:with the Population Council "to
make certain.that their clinical trials are well-designed and
carefully conducted." Id. at 3.

Thus, contrary to plaintiff's argument, Memorandum in
Support of Plaintiffs' Motion for Summary Judgment (Pl1. Mem.) at
2, this drug is now available to plaintiff through clinical
trials and her complaint is, therefore, moot. For this reason,
plaintiff's complaint should be dismissed.

II. IMPORT ALERT 66-47 IS NOT A RULE REQUIRING PUBLICATION

Plaintiff's characterization of the FDA's internal guidance
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concerning its enforcement policy as an Administrative Procedure
Act (APA) "rule" subject to notice and comment must be rejected.
In fact, the S%pgeme Court stated that plaintiff had "failed to
demonstrate a substantial likelihood of success" on this very
issue. Benten v. Kessler, 112 S.Ct. 2929 (1992) (per curiam).
Import alert 66-47 is simply not a rule, but agency guidance
regarding its enforcement policy, and it is intended solely as
guidance to FDA employees. Further, plaintiff's attempt to
strike down this alleged "rule" so that she can take advantage
of the personal use policy is unavailing. Neither of these
policies creates rights or obligations nor do they give plaintiff
any "right" to import RU486.

The APA notice and comment requirements do not apply to
"interpretative rules, general statements of policy or rules of
agency organization, practice or procedure." 5 U.S.C. § 553(b).
The exceptions "accommodate situations where the policies _
promoted by public participation in rulemaking are outweighed by
the countervailing considerations of effectiveness, efficiency,
expedition and reduction in expense." Guardian Federal Savings
and Loan Ass'n v. Federal Savings and Loan Insurance Corp., 583
F.2d 658, 662 (D.C. Cir. 1978).

Until 1991, FDA, by its own regulation, required publication
of "interpretive rules and rules of agency practice and N
procedure." 21 C.F.R. §10.40(d) (1991), repealed May 6, 1991, 56
Fed. Reg. 65 (April 4, 1991).

Neither import alert 66-47 nor the personal import policy is
a substantive rule, interpretive rule, or rule of agency
practice or procedure that was required to be published. Both
were issued to FDA employees as guidance to assist them in the
discretionary enforcement of the law. Both the personal import
policy andimport alerts are part of the agency's Regulatory
Procedures Manual (RPM). The Manual itself provides that
statements in the Manual "are not intended to create or confer
any rights, privileges, or benefits on or for any private person,

but are intended merely for internal guidance." (emphasis
added) . '

A. The FDCA's Provisions for the
~7 "Regulation_and Approval of Drugs
Import alert 66-47 cannot be viewed in isolation from the

Congressionally-created system of drug regulation in the United
States. To protect the public from drugs that are not safe or
effective, Congress enacted a regulatory scheme that requires
that any new drug, such as RU486, be approved by FDA before it
is distributed or marketed. 21 U.S.C. § 355. To gain such
approval, the drug must be the subject of an NDA, which must be
reviewed and approved by FDA before it may be introduced into
interstate commerce, which includes importation. 21 U.S.C. §§
355, 331 (d). Congress has determined that unapproved drugs shall
not be imported into the United States, except pursuant to an
IND, even if they have been approved in a foreign country.
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To obtain FDA approval of an NDA, the drug sponsor must
demonstrate, to FDA's satisfaction, that the drug is both safe
and effective for each of it claimed uses. 21 U.S.C. § 355(b).
To obtain FDA afproval, a sponsor of a new drug must submit: 1)
full reports .of.investigations to establish that the drug is
safeand effective; 2) a full list of the drug's components; 3) a
full statement of the drug's composition; 4) a full description
of the methods, facilities, and controls used for the drug's
manufacturing, processing, and packing; 5) samples of the drug
and its components; and 6) samples of the proposed labeling for
the drug. The drug's sponsor has the burden of proving that the
drug is both safe and effective. The bulk of the information
submitted to FDA in an NDA usually consists of the reports of
clinical (human) and non-clinical (animal) data, describing and
analyzing a variety of tests (in vitro, in animals, and in
humans), performed by or for the drug's sponsor in an effort to
establish the drug's safety and effectiveness.

The clinical data submitted in an NDA is based on testing
and research conducted pursuant to an IND. FDA has jurisdiction
to assess independently both the validity of the methodology
used in such studies and the ultimate gquestions of safety and
effectiveness. Warner-Lambert Co. v. Heckler, 787 F.2d 147,
152-53 (3d Cir. 1986). -

B. FDA's Authority Over Drugs Offered
For Import and the Personal Import Policy

FDA's authority under 21 U.S.C. § 381{(a) to refuse admission
of drugs offered for import is extremely broad, reflecting
Congress' complete power over imports in general. Sugarman v.
Forbragd, 267 F. Supp. 817, 824-25 (N.D. Cal. 1967), aff'd, 405
F.2d 1189 (9th Cir. 1968), cert. denied, 395 U.S. 960 (1969);_
Board of Trustees of Univ. of Illinois v. United States, 289 U.S.
48, 56-57 (1933); Buttfield v. Stranahan, 192 U.S. 470,
493(1904). There is no unqualified right to import drugs into
this country. Sugarman, 267 F. Supp. at 824-25. 1Indeed, FDA
does not need to establish that a drug offered for import '
actually violates the FDCA in order to refuse admission; any
article that "appears" to violate the FDCA may be refused. 21
U.S.C. § 38T(a); see Sugarman v. Forbragd, supra; Continental
Seafoods v. Schweiker, 674 F.2d 38, 42-43 (D.C. Cir. 1982).

The impdrtation of unapproved new drugs, whether for
personal use or otherwise, violates the Act unless the
importation is:pursuant to an IND. Under certain conditions,
however, FDA has, for many years, exercised its discretion to
permit the importation of small quantities of unapproved drugs
that are not available domestically and are intended for
personal use. In 1988, FDA's Office of Regulatory Affairs issued
the "Pilot Guidance for Release of Mail Importations" as part of
its Regulatory Procedures Manual. Exh. A to Plaintiff's
Complaint. The Pilot Guidance provided guidance for allowing the
importation of unapproved "articles for treatment of serious and
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life-threatening conditions like AIDS and cancer," which are
subject to refusal of admission because they are not approved.
Id. The Pilot guidance was issued to help assure uniformity
among FDA districts when field personnel use their discretion.
Id. at 2. I

In December 1989, the agency issued RPM Chapter 9-71, which
consolidated the information in the Pilot Guidance and related
documents concerning the personal import policy. The personal
import policy is by its very terms discretionary. See U.S.
Mem.at 9-10. The policy does not provide anyone with a right to
import any drug, nor does it require that field personnel use
their discretion to examine the background, risk, and purpose of
unapproved drugs imported for personal use before making a final
decision as to admissibility. See RPM Chap. 9-71-30. The
personal import policy provides guidance for use in those
instances in which field personnel determine that the exercise
of discretion may be appropriate. The policy provides that
release of an unapproved drug for personal use may be appropriate
if, among other considerations, it is intended for a serious
condition for which effective treatment may not be available
domestically either through commercial or clinical means, and is
not considered to represent an unreasonable risk. Id.

As discussed below, import alert 66-47, which informs FDA
personnel that RU486 and other abortifacients are not
appropriate for release under this guidance and, therefore,
should be initially detained when brought into the country, is
simply intended to provide guidance to FDA personnel.

cC. Import Alerts and FDA's Import Operations

In general, import alerts are the means the agency uses to
identify and disseminate information relevant to imports in
order to help ensure a uniform and effective import coverage
program. All import alerts are part of the Regulatory Procedures
Manual, and are "filed at the end of {[] chapter [9-79]." The
agency uses import alerts and import bulletins "[t]o identify and
disseminate import information (problems, violative trends, etc.)
thusproviding a more uniform and effective import coverage
program." 9=79-00. Import bulletins are advisory only and
provide information, but do "not provide policy or coverage
guidance." 9-79-20, 9-79-40. Import alerts "identify problem
commodities . . . and provide[] guidance for import coverage,"
including the. identification of products that meet the criteria
for automatic detention. 9-79-20. Regulatory Procedures Manual
chapter 9-25, issued April 11, 1988, provides guidance regarding
automatic detention. It provides:

Automatic detention is the administrative act of

detaining an entry of a specified article without

physical examination solely on the basis of

information regarding its past violative history and/or

other information indicating that the product may be

violative. Automatic detention actions are
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implemented through the issuance of Import Alerts.

9-25-10. The agency has by regulation stated that if a product
appears to be subject to refusal of admission, FDA may detain it
and, if the product is detained, FDA will advise the importer of
the opportunity to have a hearing. 21 C.F.R. § 1.94. The
importer may introduce testimony either orally or in writing. Id.
See 21 U.S.C. § 38Bl(a); Sugarman v. Forbragd, 267 F. Supp. at
824. This hearing can take many forms, including telephone
conversations and letters. The hearing is the importer's
opportunity to present her defense of the importation. RPM
Chapter 9-35-40, "Response (Hearing) to Notice of Detention and
Hearing." A decision as to the admissibility of detained goods
is made only after the importer has an opportunity to present
testimony and that testimony is considered. Further, an
importermay appeal the decision of the field office to the FDA
Commissioner.

D. Import Alert 66-47 Is Not a

Rule Requiring Notice and Comment

Consistent with the discussion in the preceding section,
import alert 66-47 imposes no new obligations or requirements on
either individuals seeking to import RU486 or on FDA personnel,
but only informs field personnel that RU486 is an unapproved new '
drug that ctan, therefore, be detained and further informs them
that it does not meet the criteria of the personal import
policy. The FDA need not engage in rule-making procedures to be
able to enforce the law in this respect.

Import alert 66-47 does not require field personnel to
detain RU486, but instead informs them that statutory authority
exists for them to detain shipments or entries identified as
RU486 without physically examining them or seeking further
information. Even if import alert 66-47 required detention of
RU486, refusal of admission is not automatic. If RU486, or any
article, is detained -- whether pursuant to an import alert or
based on other information -- the importer can request a hearing
to challenge the detention, as discussed above. During that
proceeding, which can be appealed to the FDA Commissioner, the
FDA can reach any decision. That is, the drug can be released
based upon the information presented, or a decision may be made
to refuse admission. The import alert is not the final
agencydecisign; the final decision may be that the product
should not be refused admission.

Most significantly, the statute, not import alert 66-47,
provides the law for the regulation of unapproved drugs. Import
alert 66-47 is not "finally determinative" of whether a
particular importation of RU486 violates the Act. See Pacific
Gas & Electric v. FPC, 506 F.2d 33, 38 (D.C. Cir. 1974). The
ultimate decision on the admissibility of RU486 would not be
based upon the import alert, it would be based upon the statute.
That is, FDA would examine whether RU486 appears to be
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unapproved or otherwise in violation of the Act, not whether
RU486 was subject to an import alert. Import alerts are
themselves not pinding on. the agency or the public, and FDA
cannot rely on an import alert, by itself, in a final decision
excluding a drug: In other words, they are not the law.

Thus, as guidance advising FDA personnel and the public of
the manner in which the agency intends preliminarily to exercise
its discretion, import alerts are exempt from the
notice-and-comment rulemaking procedures of the APA. Many
courts have recognized that guidance documents similar to the
import alert are not subject to notice and comment. In Brock v.
Cathedral Bluffs Shale 0il Co., 796 F.2d 533 (D.C. Cir. 198%6),
the courtheld that "Enforcement Policy and Guidelines for
Independent Contractors," which were used a "guidance in making
individual enforcement decisions," were not required to be
published. Id. at 535-38. 1In American Mining Congress v.
Marshall, 671 F.2d 1251 (10th Cir. 1982), the court held that a
"strategy" outlining how the Secretary planned to enforce a
standard was not required to be published. Id. at 1262-63. The
Fifth Circuit, in Southeastern Minerals, Inc. v. Harris, 622 F.2d
758 (5th Cir. 1980), recognized that FDA Compliance Policy. Guides
(CPGs) do not require rulemaking procedures. Id. at 766. See
also Cowdin_v. Young, 681 F. Supp. 366, 370 (W.D. La. 1987) (CPGs '
are not binding legal requirements); see also Panhandle Producers
v. EPA, 847 F.2d 1168, 1174-75 (5th Cir. 1988) (Economic
Regulatory Administration guidelines relating to approval of
natural gas imports were statements of policy, not binding rule;
rulemaking not required); Mercury Motor Express, Inc. v. United
States, 648 F.2d 315, 319 (5th Cir. 1981l) (ICC order announcing
new criteria for approving for-hire operating authority
applications was policy statement).

Plaintiff relies heavily on Bellarno International Ltd. v.
FDA, 678 F. Supp. 410 (E.D.N.Y. 1988). This reliance is
misplaced. As an initial matter, Bellarno's conclusion that an
import alert required publication is simply incorrect, for the
reasons stated above -- an import alert is simply a preliminary
step in the_ administrative process, and not a binding legal
decision. Even.if this were not the case, however, the facts
inBellarno are distinguishable from the facts in this case in a
critical respect. Most significantly, the import alert in
Bellarno contained a requirement that went beyond satisfaction of
the statutory standard applicable to all drugs imported into the
United States. The import alert there also required proof of
five additional elements. The Bellarno court found that the
agency had created a new obligation (i.e., acquiring and
maintaining a paper chain of custody) with which importers had
to comply to satisfy the statutory requirements. 678 F. Supp. at
414 & n.4. In the instant case, no such obligation has been
created: enforcement of the statutory requirement to have an
approved NDA or IND to import a drug product does not impose any
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new standards or requirements on RU486. It is undeniable that,
under the plain.meaning of the statute, importation of RU486 is
illegal absent an, IND. Neither the personal use policy nor the
import alert change that fact; hence, the import alert does not
create any "rights and obligations" beyond the statute. The
RU486 import alert only provides guidance regarding initial
steps in the enforcement of the statute with respect to RU486.
Therefore, the specific facts in Bellarno prevent any useful
comparison between the two cases.

Import alert 66-47 does not fit into any of the categories
of rules requiring publication. A recent case from in this
Circuit shows that the import alert is not a substantive rule.
In New York City Emplovees' Retirement System v. SEC, 45 F.3d 7
(2d Cir. 1995), the court followed a test (laid out originally
bythe D.C. Circuit) to determine whether a rule has "legal

effect" and is therefore "legislative."” Id. at 13. If any of
these four criteria are met, it is an indication that the rule is
legislative:

(1) in the absence of the rule, no legislative basis
would exist for an enforcement action; (2) the agency
has published the rule in the Code of Federal
Regulations; (3) the agency explicitly invoked its
general legislative authority to pass the rule; (4)
the rule effectively amends a prior legislative rule.

Id. at 13. See American Mining Congress v. Mine Safety & Health
Admin., 995 F.2d 1106, 1112 (D.C. Cir. 1993).

Under this test, the import alert is clearly not a
legislative rule: ' In its absence, there would be an adequate
legislative basis to exclude unapproved drugs from import (the
Food, Drug, and Cosmetic Act); it was not published in the CFR;
the FDA did not invoke its legislative authorlty, and the rule
did not amend a prior legislative rule.

Nor is import alert 66-47 an interpretative rule; it does
not explain or define any provision of the Act. See New York
City Employees' Retirement System v. SEC, 45 F.3d at 12

(interpretive rules "'clarify an existing statute orregulation.''
(quoting Whife ¥. Shalala, 7 F.3d 296, 303 (2d Cir. 1993)). Nor

does it outline a rule of agency practice or procedure; it is
simply guidance for the exercise of discretion.

For these reasons, no law required that the import alert for
RU486 be published for notice and comment, and plaintiff's
arguments to the contrary must be rejected.

III. THE. IMPORT ALERT IS CONSISTENT

WITH THE FDCA AND IS REASONABLE.

Even if the Court were to determine that jurisdiction
existed for it to examine the merits of import alert 66-47, it
is reasonable and must be upheld.

In reviewing this action, the Court must first determine

MIF 000055



whether Congress has spoken directly to the question at issue.
Chevron U.S.A. Inc. v. Natural Resources Defense Council, Inc.,
467 U.S. 837, 842, (1984).- If the intent of Congress is clear,
"that is the end of the matter; for the court, as well as the
agency, must give effect to the unambiguocusly expressed intent
ofCongress." 1Id. at 842-43 (footnote omitted). Significantly,
this case involves an issue on which Congress has spoken
directly and without ambiguity. Congress has made it illegal to
import unapproved new drugs into this country except under an
IND, and the RU486 import alert is based on this fact. For this
reason, the RU486 import alert must be upheld and no further
inquiry into this matter is necessary or required. This agency
action 1is consistent with the statute and, as noted in the
defendants' motion to dismiss, committed to the discretion of the
agency.

If, however, this Court were to examine the matter further,
the RU486 import alert is reasonable and not arbitrary or
capricious. Under the "arbitrary and capricious" standard,
judicial review of agency action is narrowly circumscribed:

[Tlhe Court must consider whether the decision

was based on a consideration of the relevant

factors and whether there has been a clear

error of judgment. ... Although this inquiry !
into the facts is to be searching and

careful, the ultimate standard of review is a

narrow one. The Court is not empowered to

substitute its judgment for that of the

agency.

Citizens to Preserve Overton Park v. Volpe, 401 U.S. 402, 416
(1971) (citations omitted). See also Bowman Transportation Co.
v. Arkansas—-Best Freight System, Inc., 419 U.S. 281, 285-86
(1974) .

Great deference is given to the agency. Chevron U.S.A., 467
U.S. at 844. Further, if the agency's choice "represents a
reasonable accommodation of conflicting policies," it is not to
be disturbed unless "it appears from the statute or its
legislative history that the accommodation is not one
thatCongress would have sanctioned.”" Id. at 845 (emphasis
added) . See also Udall v. Tallman, 380 U.S. 1, 16~17 (1965);
Bowles v. Seminole Rock & Sand Co., 325 U.S. 410, 413-14 (1945).

This is less than a substantial evidence test, or even a
preponderance of the evidence test. See, e.qg., Ethyl Corp. v.
EpA, 541 F.2d 1, 37-38 (D.C. Cir.), cert. denied, 426 U.S. 941
(1976); Action For Children's Television v. FCC, 564 F.2d 458,
478 (D.C. Cir. 1977); Henley v. FDA, 873 F. Supp. 776, 782
(E.D.N.Y. 1995). The FDA's decisions must be presumed tb be
valid. It is plaintiff's burden to demonstrate that there is no
rational basis for the decisions. Even if this Court were to
determine that there were other actions that the FDA could have
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taken that would have been, in the Court's view, preferable, the
Court may not. substitute its judgment for that of the FDA nor
interject itsEgﬁ into the area of discretion reserved for the
agency. Chevron U.S.A., 467 U.S. at 843 n.11l. See also Mourning

v. Family Publications Service, Inc., 411 U.S. 356, 371-72
{1973); New York Dep't of Social Services v. Shalala, 21 F.3d
485, 492 (2d Cir. 1994). "As this standard indicates, the scope
of our review is relatively narrow. There will be occasions

when 'we must affirm decisions with which we disagree' as long as
they are rational and reflect a full consideration of relevant

factors." National Industrial Sand Ass'n v. Marshall, 601 F.2d
689, 699 (3d Cir. 1979) (footnote omitted). Deference is
especially important here: "[Tlhe Court is mindful that when it

reviews agency action that is based upon scientific inquiry
andtechnical expertise, a high degree of deference is
appropriate." Henley v. FDA, 873 F. Supp. at 782.

Under this narrow and deferential scope of review,
plaintiff's challenge must be rejected. The RU486 import alert
is reasonable, fully consistent with the FDCA, and not arbitrary
or capricious.

A. The Issuance of Import Alert 66-47 was
Reasonable and Consistent with the FDCA

FDA's Director of Field Investigations issued an "Import
Bulletin" for RU486 on September 26, 1988. Exh. C to
Plaintiff's Complaint. This Bulletin informed FDA field
personnel that because RU486 was not consistent with the criteria
of the "Pilot Guidance for Release of Mail Importations," which
was issued on July 20, 1988, it should not be allowed admission
into the United States pursuant to that Pilot Guidance. Id. As
discussed in section II, FDA's Office of Regulatory Affairs had
issued that Pilot Guidance on a trial basis to provide guidance
for allowing the importation of unapproved "articles:for
treatment of serious and life-threatening conditions like AIDS
and cancer." Exh. A toPlaintiff's Complaint. The Pilot Guidance
noted that individuals had been purchasing unapproved products
from foreign sources for these life-threatening conditions, and
that such products are subject to refusal of admission because
they are not approved. Id. The Pilot Guidance was, by its very
terms, discretionary. Id. at 2. The original purpose of this
guidance was to allow treatment for diseases that would lead to
severe debilitation or death if untreated and for which adequate
treatment was.not currently available. The personal use of RU486
as an abortifacient does not fall within this purpose.

~ The agency replaced this import bulletin with an import
alert on June 6, 1989. Exh. D to Plaintiff's Complaint. The
import alert reiterated that importation of abortifacients such
as RU486 was inappropriate under the Pilot Guidance. 1Id. at 2.
It also stated that "[tlhe intended use of such drugs could pose
a risk to the safety of the user." Id.
The import alert was prompted by publicity concerning the
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use of RU486 as an abortifacient that led FDA to believe that the
drug might be- imported for commercial purposes or for
unsupervised pr clandestine use. See Letter from James Benson to
Ron Wyden, Exh. E to Plaintiff's Complaint ("Exh. E") at 2;
RU486: The Import Ban and Its Effect on Medical Research:
Hearing Before the House Subcommittee on Regulation, Business
Opportunities, and Eneray of the Committee on Small Business,
101st Cong., 2d Sess. 36, 41, 175-78 (1990) (hereinafter "RU486
Hearings™) (partially reprinted at Exh. H to
Plaintiff'sComplaint. This reasoning was based on inquiries

from the public and FDA field offices about this drug, the
history of misuse of abortifacients, and uncertainty about
whether supervision by physicians would occur. See Exh. E at 2;
RU486 Hearings at 42-43; 175-78. See also Letter from Frank
Young to Robert Dornan, Exh. G to Plaintiff's Complaint ("Exh.
Gn) .

The agency revised the import alert on April 17, 1990, to
encompass the known chemical names for RU486, and to refer to
RPM Chapter 9-71, issued December 11, 1989, which consolidated
the information in the Pilot Guidance and related documents ,
concerning the personal import policy. The revised Import Alert
repeated the statements in the original import alert concerning

-the inappropriateness of releasing abortifacients under the !
personal importation policy.

The primary rationale for the Import Alert was that RU486,
as well as other abortifacients, pose an unacceptable safety
risk because, by their very nature, the drug would likely be used
without supervision, and such unsupervised use could be
hazardous to health. See Exh. E; RU486 Hearings at 175-78.
Additionally, RU486 is generally used in conjunction with another
drug, a prostaglandin, which is also not approved for this use in
the United States. See Exh. E; RU486 Hearings at 175-78.

Use of RU486 as an abortifacient can result in "uterine
bleeding, severe nausea, vomiting, and weakness, which might
require prompt medical intervention.”" See Exh. G; Patient
Informed Request, Exhibit B-3 to plaintiffs' motion for
prellmlnary relief. 1In France, where the distribution and use
of RU486 is highly regulated, RU486 is used in accordance with a
strict regime under close medical supervision. In this
medically-supervised environment, use of RU486 is frequently
accompanied by a variety of side effects. These side effects,
which occur primarily after administration of the prostaglandin,
include cramps and abdominal pain similar to those associated
with a very heavy period, nausea, vomiting, and/or diarrhea that
sometimes require medical attention, and uterine bleeding that
can last as long as three weeks. Attachment A hereto at 3 and
clinical information attached thereto at 2. One of plaintiff's
exhibits states that about one percent of women in a French
report required treatment to control bleeding. Exhibit B-4 to
plaintiffs' motion for preliminary relief, at 275. This source
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also noted three cases of major cardiovascular complications,
and that postabortion bleeding is more prolonged after medical
abortion tham surgical abortion. Id. at 275-76. See also Exh.
B-5 at 48 (4 to 5 percent of women had heavy bleeding). When
used in accordance with a strict regime, RU486 has a failure
rate of about 4 in 100 (ongoing pregnancy in 1 of 100 attempts,
incomplete terminations in 3 of 100 attempts). In such
instances, a vacuum aspiration or curettage is necessary
toterminate the pregnancy. Attachment A hereto at 3 and
clinical information attached thereto at 3; see also Patient
Informed Request, Exhibit B-3 to Plaintiffs' motion for
preliminary relief.

Further, serious cardiovascular complications have occurred
in women, including one fatality, when RU486 is used with
certain prostaglandins that are no longer used in controlled
settings, Attachment A hereto at clinical information attached
thereto at 2, but might be used inadvertently in a less
well-supervised environment.

' These potential complications can be monitored and treated
in a controlled clinical trial; but not in the context of
personal use. In issuing the import alert, the agency was
concerned not only with the risks of RU486, but also with the
fact that RU486 does not meet the criteria of the personal
import policy. The relevant portion of the personal import
policy contains two parts which describe the situations in which
it may be appropriate for field personnel to consider releasing
an unapproved drug for personal use. RPM Ch. 9-71-30(C).

The first part of the policy applies to unapproved drugs
that are not intended for the treatment of a serious condition
and are not known to represent a significant health risk. See
RPM 9-71-30(C). This provision is intended for such drugs as
cold medications that a person might buy abroad to treat a minor
illness while traveling and bring back into the United States.
Exh. H to Plaintiff's Complaint at 36. RU486 does not
gualifyunder this provision because it is used for a serious
condition and because its use, as discussed above, represents a
significant health risk.

The second part of the policy applies to unapproved drugs
that -are,_among other considerations, intended for a serious
condition for which effective treatment may not be available
domesticalty. gither through commgrcial or clinical means, and are
"considered not to represent an/unreasonable risk." RPM Ch.
9-71-30(C). RU486 does not faél within this provision because

it is proposed for use in treating a condition for which an
alternative treatment does exist and because it poses a safety
risk. Id.; RU486 Hearings at—3%. Other means of abortion are
available in the United States, and RU486 is not necessary to
make abortion available. See RU486 Hearings at 36.
Moreover,RU486 is available in controlled clinical trials at the
present time.
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B. The Relief Plaintiff Seeks Is
Inconsistent With the FDCA and Long-Standing
¢« BErinciples of Deference to FDA's Expertise

Evidently acknowledging that inadequately supervised use of
RU486 as an abortifacient poses serious risks to health,
plaintiff requests that this Court require the agency to permit
the importation of RU486 for personal use as an abortifacient
under medical supervision. It is not clear whether plaintiff is
asking the Court to reject the agency's conclusion that personal
importation is inappropriate even if an individual identifies a
physician responsible for her treatment, or whether plaintiff is
proposing that FDA become actively involved in controlling how
RU486 is used and administered for personal use as an
abortifacient.

The former scenario is inconsistent with long-standing
principles of deference to FDA's expertise and judgment in
matters involving the public health and safety. The latter would
require FDA to create and administer a system of medicalcontrols
for the use and administration of an unapproved new drug
independent of its statutorily mandated system for regulating
the investigational use of unapproved new drugs. 21 U.S.C. §
355(i); 21 C.F.R. Part 312. Although, by statute and regulation,
FDA can regulate the conditions for use for investigational drugs
covered by an IND, no controls exist to minimize the risks
associated with the use of unapproved drugs imported by
individuals for personal use. In order to minimize the risks
associated with the use of RU486 as an abortifacient, a physician
must know many things about the use and effects of RU486 and
prostaglandins. As a result, to release RU486 for personal use
as an abortifacient under medical supervision in a manner
consistent with FDA's concerns would require significantly more
than a physician's name and address. Active supervision by FDA
in the personal use of an unapproved drug would require FDA to
devote significant resources to such supervision rather than to
the process by which the agency evaluates and approves drugs.

As discussed in Section II, the FDCA's drug approval scheme
is the mechanism by which new drugs can be approved and legally
marketed and distributed. Plaintiff is using this litigation in
an attempt to circumvent the Congressionally established
procedure for drug approvals, and to have this Court examine the
safety and effectiveness of RU486. 1In so doing, plaintiff
blatantly ignores the fact that only the FDA has the authority
to determine whether a drug is safe and effective. Premo
Pharmaceutical Laboratories, Inc. v. United States, 629 F.2d 795,
803-04 (2d Cir. 1980). Thus, despite plaintiff’'s numerous
assertions that RU486 is "safe" and "effective" for use as an
abortifacient, this court lacks authority to make such a
finding. For all of these reasons, even if reviewable, import
alert 66-47 is reasonable and must be upheld.

IV. THE IMPORT ALERT IS CONSTITUTIONAL
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BECAUSE IT HAS NEITHER THE PURPOSE NOR THE
EFFECT OF BEING AN UNDUE BURDEN ON PLAINTIFF'S
ABILITY TO CHOOSE TO TERMINATE A PREGNANCY

The plaintiff's claim that an import alert on RU486 violates
her constitutional right to privacy lacks merit. The
Constitution does not preclude the government from regulating
medical care, including abortion. Further, the Supreme Court
has repeatedly held that the government has a legitimate interest
in protecting the health of women seeking abortions.

The ability to choose abortion before viability of the fetus
is a constitutional right. See Planned Parenthood of
Southeastern Pennsvlvania v. Casey, 112 S.Ct. 2791 (1992);
Webster v. Reproductive Health Services, 492 U.S. 490 (1989);
Thornburgh v. American College of Obstetricians and
Gvnecologists, 476 U.S. 747 (1986); Akron v. BAkron Center For
Reproductive Health, Inc., 462 U.S. 416 (1983); Roe v. Wade, 410
U.S. 113 (1973). 1In Casey, the Supreme Court reaffirmed "Roe's
essential holding”™ that the Due Process Clause of the Fourteenth
Amendment protects a substantive liberty interest that
encompasses a right to choose to terminate a pregnancy.

Casey,112 S.Ct. at 2803-05. (Casey further reaffirmed the
principle that the government may regulate abortion in certain
circumstances. ‘ !

The issue is whether import alert 66-47 imposes an undue
burden on a woman's ability to choose to terminate her
pregnancy. An undue burden is a governmental action "that has the
purpose or effect of placing a substantial obstacle in the path
of a woman seeking an abortion of a nonviable fetus." Id. at
2821 (emphasis added). As explained below, the import alert has
no such purpose or effect and, therefore, passes constitutional
scrutiny.

A. The Import Alert Is Reasonably Related
to the Preservation and Protection of Health

In Casey, the Supreme Court distinguished between those
government actions that have legitimate purposes and those that
substantially restrict a woman's right to choose to terminate
her pregnancy-with the sole purpose of impeding abortion. The
Court reiterated that the government has a legitimate interest in
protecting the health of a woman seeking an abortion. 112 S.Ct.
at 2804; see Roe v. Wade, 410 U.S. at 150 (government "has a
legitimate interest in seeing to it that abortion . . . is
performed under circumstances that insure maximum safety"). The
import alert serves legitimate and important purposes
"reasonably directed to the preservation and protection of
maternal health." Planned Parenthood of Central Missouri v.
Danforth, 428 U.S. 52, 80 (1976), citing Roe v. Wade, 410 U.S. at
163.

Unapproved drugs violate the FDCA. Drugs that appear to be
unapproved may be refused entry pursuant to 21 U.S.C. § 381l(a).
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Products known to be unapproved new drugs may, therefore, be the
subject of an, import alert. The issuance of import alerts is a
routine FDA action. The fact that FDA has issued over forty
import alerts*Based on the absence of an approved NDA shows that
FDA did not subject RU486 to any special treatment or standards.
Import alerts serve a compelling government interest that is
entirely unrelated to abortion: they provide field personnel
with information concerning illegal products so that the public
will not be exposed to them. The import alert in question here
does not interfere with the right to choose abortion. 1Its
principal purpose is to prevent unapproved drugs such as RU486
from being used in uncontrolled and potentially hazardous
circumstances.

The import alert exists because the safety and effectiveness
of RU486 has not been demonstrated to the FDA, and FDA is
concerned about the potential for harm associated with the
inadequately controlled or unsupervised use of RU486 as an
abortifacient. Existing information about RU486 indicates that
use of RU486 as an abortifacient must follow a precise regimen,
and frequently results in a number of side effects, including
cramps, abdominal pain, nausea, vomiting, and uterine bleeding
that can last as long as three weeks. In some cases, the
bleeding is severe enough to require a blood transfusion. Forall
of these reasons, the import alert is reasonably related to the
preservation and protection of health.

By contrast, the prohibition on saline amniocentesis that
the Supreme Court invalidated in Danforth did not have legitimate
public health purposes, but instead had as its motive the
restriction of abortion. Danforth, 428 U.S. at 79. At the time,
saline amniocentesis was the method of abortion "most commonly
used nationally by physicians after the first trimester." Id. at
78. The Court found the remaining abortion methods available to
women in Missouri, such as hysterotomy and hysterectomy, were
actually more dangerous to health than the method prohibited on
safety grounds, and further found that the prohibition had the
effect of inhibiting the vast majority of abortions after the
first twelve weeks. Id. at 76-79.

However, RU486 is not a method of abortion commonly used in
the United States, although it is being used in limited number
of well-comtrolled clinical studies within United States.
Further, although the plaintiff asserts "the proven safety of
RU486 as an‘abbrtifacient," Pl. Mem. at 16, this assertion is
conclusory. As discussed above, it cannot be said that RU486 is
safe and effective, let alone safer or more effective than-
surgical abortions.

Unlike the governmental action at issue in Danforth, the
import alert does not have the purpose or the effect of
substantially interfering with the right to abortion. Commonly
used methods of abortion remain available. An import alert
onRU486 is entirely different from the ban on saline
amniocentesis in Danforth, and upholding this alert would not
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allow the government to "ban commonly used methods of early
surgical abortion." Pl. Mem. at 15. Despite the plaintiff's
assertions toizthe contrary, the import alert was instituted to
prevent RU486, an unapproved drug, from being used in
uncontrolled and potentially hazardous circumstances.
B. The Import Alert On RU486 Does Not Impose An
Undue Burden On A Woman's Right To Choose Abortion

The Supreme Court has recognized that many health
regulations "might have the incidental effect of increasing the
cost or decreasing the availability" of abortions. Casevy, 112
S.Ct. at 2819. However, a governmental action that "serves a
valid purpose” will not be invalidated simply because it has
"the incidental effect of making it more difficult or more
expensive to procure an abortion." Id. Consequently,
"[rlegulations designed to foster the health of a woman seeking
an abortion are valid if they do not constitute an undue burden."
Id. at 2820-21. The import alert creates no burden at all; it
prohibits no one from having an abortion, and is designed to
foster women's health.

The plaintiff argues that it is insufficient that
traditionally accepted methods of abortion remain available, and
that any ban on any method of abortion is unconstitutional. Pl.
Mem. at 13, 15. The plaintiff further contends that the import
alert constitutes a substantial obstacle to a woman seeking an
abortion because it curtails a woman's right to determine
thecourse of her own medical treatment in that it prevents women
from employing a non-surgical method of abortion. Pl. Mem. at
14.

Under plaintiff's theory, the government could not prohibit
any unsafe abortion techniques, and the FDA would be powerless
to prevent untested and potentially dangerous or ineffective
drugs and medical devices from being sold and used simply because
they relate to abortion. Plaintiff's position is not the law.

Although an individual's decision whether or not to have
medical treatment is generally a protected right, her ability to
select a particular type of treatment, especially when it
involves the. use of a particular medication, is within the area
of governmental interest in protecting the public health.
Rutherford y. United States, 616 F.2d 455, 457 (10th Cir. 1980).
An individual does not have a constitutional right to obtain a
particular—-type of treatment or to obtain treatment from a
particular provider if the government has reasonably prohibited
that type of treatment or provider. Mitchell v. Clavton, 985
F.2d 772, 775 (7th Cir. 1993). That the governmental action at
issue affects a woman's decision to choose abortion does not
alter this principle. See Connecticut v. Menillo, 423 U.S. 9, 11
(1975) (no constitutional right to an abortion by a
non-physician); Roe v. Wade, 410 U.S. at 150, 165 (same); see
also Casey, 112 S.Ct. at 2819-20 (a woman does not have an
absolute right to an abortion).
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The import alert does not create a prohibition on RU486.
Rather, the FDCA makes it illegal to import unapproved new drugs
such as RU486, into this.country, and the import alert simply
recognizes this fact. Courts have consistently held that the new
drug approval system established by Congress and enforced by FDA
is constitutional, and that an individual does not have a right
to obtain an unapproved drug. Rutherford, 616 F.2d at 457;
Carnohan v. United States, 616 F.2d 1120, 1122 (9th Cir. 1980);
Duncan v. United States, 590 F. Supp. 39, 42-44 (W.D. Okla.
1984); Kulsar v. Ambach, 598 F. Supp 1124, 1126 (W.D.N.Y. 1984);
United States wv. Vital Health Products, Ltd., 786 F. Supp. 761,
777-78 (E.D. Wis. 1992), aff'd sub nom. United States v. LeBeau,
985 F.2d 563 (7th Cir. 1993). The reasonableness of the
statutory and regulatory scheme is bolstered by the fact that the
investigational new drug provisions permit access to unapproved
drugs, such as RU486, in controlled clinical settings.

Constitutional protection for RU486 would inevitably mean
constitutional protection for other unproven, potentially
dangerous methods of abortion. The potential for harm to health
is great, and the government's ‘interest in preventing this
outcome and preserving the public protection now afforded by the
FDCA, is significant. The import alert, which permits women to
use other abortion methods, does not unduly burden a woman's &
right to choose abortion and is, therefore, constitutional.
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CONCLUSION

For the foxegoing reasons, plaintiff's complaint should be
dismissed, or judgment should be granted in favor of the

defendants.
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Summary of July 19, 1996 Reproductive Health Drugs Advisory
Committee (AC) Meeting
On Mifepristone: Outstanding Issues for FDA to Address

. o

1) Further Efficacy Studies Recommendations by Two AC Members

In reference to the 6 to 2 vote for demonstration of efficacy, one advisory committee
member did not feel efficacy was proven and requested “less-selective” patients who are
not highly motivated and who had terminations paid for by the clinical trials. (p.278-
Henderson) Address this in reviews.

Another advisory committee member wanted to see final U.S. data prior to an approval
vote. (p.279-O’Sullivan) Address this in reviews.

2) U.S. Data to Go to the Committee for Review

Dr. O’Sullivan voted no for approval citing need to see U.S. data. (p.279) The committee
expressed desire to see all U.S. safety data (p.288) once available.™———stated that
if the U.S. data was worse, FDA may hold another AC meeting; if the U.S. data was the
same or better, the FDA may mail the results out for comment by the AC (p.290). Was
this done?

3) Reconciliation of Differences between Clinical Trials Eligibility, Labeling, and

Patient Package Insert (PPI) ~

The advisory committee (AC) recommends that all conditions of exclusion
(cardiovascular diseases and other medical conditions like insulin-dependent diabetes,
etc.), information given to patients/physicians, and restrictions in the clinical trials should
also be in the physician label and PPI. If there are no data or risks are unknown, state
this. (p. 300 Daling, p. 301-2 O’Sullivan, p. 306 Davidson, 308 Zones)

v

, - Exclusion Criteria

V" Clinical trials prohibited smoking 10 or more cigarettes a day or drinking alcohol during
the 48 hours following mifepristone administration and on the day of misoprostol; the AC
asks if is this‘m current physician labeling and PPI? (p.254-Davidson)

Women over the age of 35 were excluded; how is this handled in the label? Why? (p.256-
Robbins)

Adolescents were excluded from the trials, is this in the label and PP1? (p.301 Henderson)
-Timing of 2" Drug

_~ The AC recommends changing the labeling from 36-48 hours for administration of the
»/ second drug to “two days” in the medical and patient label. (p.276-Davidson)
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4) Labeling Recommendations

-“Safety”?Not be Misinterpreted
The term “safety’*'should not be misinterpreted as “free of adverse effects and free of
actually serious adverse effects” and this idea should be in the physician and patient
package information. (p.285-Petitti)

-“Acceptability of Adverse Events”
The AC suggests to the extent possible for the Agency, that this method of termination be
compared with alternatives in terms of adverse effects and events and this be in the
labeling. (p.287-88, Lewis and Davidson)

v g -Clarify Drug-Drug Interaction Term
Define what are the drugs that cause enzyme induction in the label. (p.302 O’Sullivan) .

- -Define Risk of Malformation if Pregnancy Continues
Provide information on the risk of malformation for embryo if pregnancy is not
terminated with use of drugs; if not known, state. (p.303 O’Sullivan)

. ~Consideration for Termination if Pregnancy Continues due to Unknown
Teratogenic Risk
AC recommends to FDA that all cautions, conditions of exclusion and information given
in the clinical trials to patients/physicians be in the label and PPI. Because of the drugs
unknown teratogenic risk, the label should reac termination of pregnancy should be
considered. (p.304-306 discussion, Davidson)

~ Decrease in Misoprostol Effectiveness if Administration is Delayed
For information to physicians and patients, state in label and PPI that the effectiveness of

misoprostol decreases with delay in its administration and it should be administered as
directed. (p.307-Azziz)

v -Explain in Label Why Two Days for Misoprostol is Optimal 4
The label and PPI should explain medically why two days is the optimal time for
administering misoprostol. (p. 307 Davidson)

~ -Patients-Should be Asked if they are Taking Other Drugs
Both the physician_label and PPI should have statements stating patients should inform
their physicians if they are on any other medications. (p.308 Zones)

-Nursing Mothers
Both the misoprostol label and mifepristone label need to be consistent and say to nursing

mothers to either not use these drugs or to stop breast-feeding while using them. (p.309-
310 Petitti)
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* -Define Pediatric Patients
Make sure the lahel and PPI are clear what are the age groups defined when FDA says
safety and effectiyeness in pediatric patients have not been established. (p.310-
o’ Sulhvan) :
—Label Should Mention Efficacy Decreases after Gestational Age of 49 days.
The data say there is significant decrease in efficacy occurs for women who carry a fetus

of greater than 49 days gestation age. This should be emphasized in label/PPI. (p.310-11
- Davidson)

\"_Label Should State Informed Consent be Written
Physician and PPI should mention wntten informed consents should be obtained. (p.313-
Petitti)

Some suggested wording for the written informed consent: “My physician has discussed
with me alternatives to medical abortion, including surgical abortion, continuation of
pregnancy...My doctor has confirmed that I am pregnant and that the pregnancy has not
lasted more than 49 days...” (p.313 Petitti)

- -Label Should Mention Use of Drugs Under Supervision of a Qualified
V' Physician
Nurses can administer this drug, but under the direction of a qualified physician-one who
is experienced in handling pregnancies, terminations, and complications of both. (p.314-
315 Azziz)

5) Distribution System Issues

The AC proposed the model of the IUD system for tracking distribution of mifepristone.
Concern was expressed about not making the tracking system too onerous for physicians.
(p-315 Winikoff, O’Sullivan)

Mifepristone would not be distributed to the pharmacy but to physicians directly as
proposed by the sponsor. (p.314 Davidson)

-Training of Qualified Physicians through Distributors
The distributors wduld be responsible for ensuring drug got into hands of physicians who
were trained-in-dating pregnancies, handling complications, identifying ectopic
pregnancies, and performing surgical evacuations and emergency procedures. Training
seminars for use:of mifepristone would be conducted, without financial incentive to
physicians, and only those physicians who completed training would be distributed the
drug. A tracking system of these physicians would be needed. The AC did not want the
distributor to train non-ob-gyns or non-surgeons the use of this drug and manual vacuum
aspiration. Identification of adequate back-up with skills for emergency procedures is
needed. FDA must respond by describing qualifications of skills of physicians to whom
the drug can be distributed to ensure appropriate use of drug and management of potential
complications. There is clearly concern that this drug not be expanded to hands of
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physicians who are not already skilled in managing pregnancies, terminations, and
complications of both. Family practitioners with adequate back up were mentioned as
acceptable (p. 316, 318-325Azziz [Davidson 324], 327-328Azziz).

‘ 3.

Post Market Issues

-Concerns about Compliance with Returning: Study Suggested
The AC expresses concern that compliance with three visits maybe more problematic for
minorities, patients with barriers to health care, transportation, child care, etc. and these
types of women were not in the clinical trial; can these factors be studied in patients who
do and do not return post-marketing to understand appropriate selection of patient
population for this drug? (p.269 Henderson, p.270 O’Sullivan, p.280 Henderson, p.291
Henderson, p. 329 Daling) [In response, see p.293 Dr. Zones, on how medical
practitioners have historically assessed compliance in their patients as part of what
therapeutic options are appropriate. Also see Dr. Daling p.293, who states Planned
Parenthood has experience in this population.]

What can be done for patients who complete the medications but cannot afford the
surgical terminations, if needed? (p.271 O’Sullivan)

What if the patient does not return to confirm the abortion? (p.296 Dr. Henderson)

-Concerns about Distribution System: Who are the Physicians who Get Drug
and Are They Qualified
Concern was raised from p.318-25 that physicians not skilled in handling pregnancies,
terminations, or complications from both not be trained to give drug. This should be
monitored post-market. (p.326 Henderson)

-Failed Pregnancy Terminations and Resulting Surgical Complications Be
Tracked for Everyone being Distributed the Drug
Monitoring the number of failed pregnancy terminations and any resulting surgical
complications is advised. (p.326 Henderson) This monitoring is recommended for every
physician being distributed the drug for a limited time period (6 months, one year, and
two years). (p.328 Azziz) Concern that backup physicians handling complications may
appear to have more problems must be adjusted for. (p. 328 O’Sullivan)

-Study Long-term Effects of Both Single and Multiple Use in Patients
Collect data on the long-term effects of both single use and multiple use in patients from
a subgroup. (p. 329 Davidson)

-Study Effects of Women over 35, under 20, who Smoke/Don’t Smoke
These patients may accept risk to take drug, it would be useful to quantify cardiovascular
risk. (p.329 Davidson, Henderson, Daling)

-Study Effects in Pregnancies that Continue after Drugs Administered and
No Terminations Result and Further Terminations Not Pursued
What are effects of drug on the fetus, pregnancy, newborn, etc. (p.330 Azziz)?
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T
]
are included, e appioving officisl migst Aave been suthorired in writing by the s !
hndolmmtormw cortity (31 U.S.C. 680e).) ja. DIFFER. +-
1 ENCES, !
- | Y '
APPROVING DATE [(Expin, 4~
OFFICIAL \_—//—- -1D A, amount) {
_ siGN HERE D> sSEGE Programs Offlceg( ' L - s i

18, LASY mvmn PAIDFUNDER SAME TRAVEL wmomunon . TOTAL VERIFIED CORRECT FOR )
s. VOUCHER NO. | ; . WBoL € MONTH®& - | CHARGETO APPROPRIATION” . !

Tl o ~ YEAR ¢ ;

T TR VOUSER R CERTIFIED o?anec'r AND PROPER FOR PAYMENT <. A " t

. : Appropristion symbolf:

AUTHORIZL™ . ‘ etion / s ‘
CERTIFYING : DATE o }
OFFICIAL : |
$IGN HERE . NET TO TRAVELERD)> | $ e
I8 ACCOUNTING CLASHFICATION |

¢

]
12118 H AR 7520-00—630~8 150 STANDARD FORM 1012 (REV. 10-77)
Prescribed by GSA, FPMR (41 CFR) 101-7

MIF 000071

.



DEPARTMENT Of HEALTH AND H!'™ "N BERVICES 5
- D-51751
TRAVEL ORDER it
& Original [J Amendment No. O Canceliation 3. ESTIMATED COST*
(See HHS Travel Manual, Part 3, for Detailed Instructions) 200 %HHSO o TO OTHERS

UAME OB RANK . 5. SSAN TRAVEL 3 . s

ANember-Far) ’ bR DEM 200.00

: 150.00
vian Lewis, M.D. L T " OTHER 555 00
SONSTITUENT/BUREAUOIVISION/REGION .- TOTAL 3 . s
8. APPROX. OATE OF DEPARTURE

A/CDER  (HFD-21) 07/18/96
PRESENT OFFICIAL STATION 9. APPROX. DATE OF RETURN
ckville, MD 07/19/96

ITINERARY AND PURPOGE OF TRAVEL (Show oy, t0eiS or Country, 0Siee and /86a0Ns—Uss CONINUAton sheet ¥ necescary)

proceed Rochester, NY to Rockville, MD and return.

rpose: To attend and participate in the July 19,1996 meeting of the Reproductive Health

Drugs Advisory Committee.

ysock 3-5455

TRAVEL BY PRIVATELY OWNED AUTO IS AUTHORIZED ON MILEAGE TRANSPORTATION OF [] DEPENDENTS
BASIS RATE BPECIFIED BELOW FOR: § H/H GOODS & PERS. EFFECTS
. O empovee aNovOR [0 DEPENDENTS —
6. 00 0.00 0.00 < | O remrorary [0 RESIDENCE O TEMPORARY
2 -00¢permeAs MOREY - 2V ¢ peAMiENOTTO Y - L ¢ PERMLENOTTO | @ QTRS TRANSACTIONS STORAGE
H ADVANTAGEOUS TO EXCEED COMMON EXCEED COSTS 8Y | 6 | [ nouse 0O misc. exp.
¢ QovT CARRIER COSTS GOVT-OWNED AUTO § HUNTING ALLOWANCE O otHer
3| O esaauro E] AUTD RENTAL UNDER GSA CONTR O OTHER (Specty | $ TRIP - (Specity)
5 betow) S HHS 38S5:
;| [ excess BAGGAGE [ AEGISTRATION FEE ¢ oo 5 1imos, etc £ | O sieneo O not AEQUIRED
TRAVEL & PEA DIEM 1S AUTHORIZED IN ACCORDANCE. WITH DMHS POUICY AND: TO 8E PERFORMED FOR /DHHS, UN, o)
Oefms 0O srs O oTHER (Specity)
- | EXPENBEE TO BE PAID BY
perpieM: [J none B Nus. O outsibeus. [ VARYING RATES g
PER ABOVE REGS. | ~ SECURITY APPROVAL GRANTEC FOR TRAVEL OF
raTE$_162.00 [ LoDGINGS PLUS L[] ACTUAL EXPENSE O Fixeo | 3 ‘
E g O sooavrsoniess [ ovensooars  oare
L=$124.00 M&IE=$38 Q | RESPONSIBLE FOR BECURITY CLEARANCE
TACCOUNTING DATA (See HHS Acct'g Menusl & Acct’y Code Book) g |OF TRAVELER ASSUMED BY:
27 810 |$1{12 ORIGINAL OTHER 9 Aq 41-47 43-51 £283 841 a5-79 #5100 101-108 109
- OBLIGATION DOCUMENTS pPBS
VENDORY PAYMENT
g::r_ :35 § i 1315 1625 %2 28-30 " g coum . om.s DQL‘;;:T; Q cus(:.%x‘aen c?-r%ﬁc' 101-108 1‘%7‘4
—_ NQ. coDe CE v
é’ % ¥ 00C- | pocument "} 985 | oocument |3 § g| neceen Boc. care. |y | =
: NO. d NO. 5 8 GORY @
2| 3{cooe COOE gl a nu g
(8 e . . g g
' 6l6992862 |2135 \ .
N D-51761 755.00
. NAME ANO TITLE OF QERIGRE o e i smssisis === = TRAVEL ~___::_\__\
sur programs Dfficer C((L‘FK- FUNDS ARE AVIALABLE

STHORITY 1S HEREBY GRANTED TO PERFORM.TRAVEL AND TO INGUR SUCH, EXPENSES AS MAY BE NECESSARY UNDER THE CONDITIONS SET FORTH AQOVE.

B8y W\ o

DATE:

mme Senipr Management Officer

P

T compieted by Office Indteting Travel Oroer; Other Accounting Data 10 be Compieted by Flscal/Accounting Ottice.

-t (REV. 8/86)

FISCAL-ACCOUNTING

MIF 000072

IAVELER TELETICKETING FISCAL-AUDIT

AOVANCE OF FUNDS

TRAVEL UNT ORIGINATING OFFICE SECURITY REPRESENTATIVE



©T TRAVEL ORDER 2 APPROPRIATION NO.
M\
O original Amendment No. [J Canceliation 3 ESTIMATED CosT-
(See HHS Travel Manual, Part 3, for Detailed instructions) TO DHHS TO OTHERS
NAME ANG PCSITION DR 5 S5AN TRAVEL s 106.00 s
A.‘?Member-I?&M) . rER DEM
ivi i OTHER
ivian Lewis, M.D. . e e
CONGTITUENT/BUREANOIVISION/REGION , TOTAL s__106.00 s
b ’ B, APPROX. GATE OF DEPARTURE
07/18/96
PRESENT OFFICIAL STATION 5. APPROX DATE OF RETURN
ockville,Maryland 07/19/96

L!nwﬂvvaNDFUMtBEOFTNMEthavdV=-¢rammw4umcam1nuau-m-amaqundbnlnxzscn

mend to increase travel from $405.00 to $511.00 for increase of $106.00.
otal increase of $106.00.

rysock 3-5455

TRAVEL BY PRIVATELY QWNED AUTO IS AUTHORIZED ON MILEAGE TRANSPORTATION OF [] DEPENDENTS
BASIS RATE SPECIFIED BELOW FOR: § 0 um cooDs & PERS. EFFECTS
O emrovee anovor  [J DEPENDENTS —— .
g : < | O TemPoRARY El RESIDENCE 0 TemroRARY
2 __SPERMILEASMORE. __SPERMIENOTTO __¢PERMILENOTTO | ® QTRS -« TRANSACTIONS _ - STORAGE:
3 ADVANTAGEOUS TO EXCEED COMMON ~ EXCEED cOsTS 8Y . | & | O] wouse O wisc. £xp. Tl
c0vT CARRIEA COSTS GOVT-OWNED AUTO ; HUNTING ALLOWANCE D OTHER
2 I i TRIP
gl 0O esaavro O AUTO RENTAL UNDERGSACONTR . . [] OTHER (Specty | S| . DU (Specity)
§ T beww) 5|  nusass .
=| [ excesssaeaace . [J AEGISTRATION FEE £) Osenep - O nor AREQUIRED
2 TRAVEL & PER DIEM 18 AUTHORIZED IN ACCORDANCE. WITH OHNS POUCY AND: P TOBEPERFORMEDFOE{DHHS.UN..‘.)'
OrFfrrs [ Jrrs 0 OTHER (Specity)
-1 | EXPENSES TO BE PAID BY
perDiEM: [J none [0 INus. O outsioe us. [0 vARYING RATES g
PER ABOVE REGS. b SECURITY APPROVAL GRANTEGC FOR TRAVEL OF
RATES [ Lobaings Plus [0 ACTUAL EXPENSE O fxep | 2
g O swoavsoniess [ overnsooavs  pare
i | REGPONBIBLE FOR S8ECURITY CLEARANCE
4. ACCOUNTING DATA (See HHS Acut’p Menusl § Acct'y Code Book) o |OF TRAVELER ASSUMED BY:«
] 2.7 810 1112 ORIGINAL OTHER 39|40 4147 45 5282 84 0579 25-100 101-108 109
z OBLIGATION DOCUMENTS PPBS
£l e |5 g 1315 1625 2628 2938 g couuo;a o8l avounT g cm ’m"c_f 01108 ]107]
Z] oare <§ c 5| ACCOUNTING | CLASS | DoLLARS & B cope pRimaRY TION 18
2 9w ooc. DOC. - NO. CODE CENTS |2 HECIPIENT) s
£ P41 DOCUMENT DOCUMENT | 3R g - CATE. |y |=
{H A Rl A Rl 2 A
& & § . g . : @ . QE %
3 616992862 2135
2 R
b D-51761 106.00 ! 2
2 b I
2
2
kﬁ e~ g e vy 2 . s
e — - R
) FUNDS ARE AVAILABLE
=
AUTHORITY 1S HEREBY-GRANTED TH PEREORM TRAU sim — ZSUCH EXPENSES AS MAY BE NECESSARY UNDER THE CONDITIORS SET FORTH AGOVE. ; !
rme: Senior Management Officer
N Y
WTHORIZED € oate: __3/11/94
* Yo be comptetad by Offc intating Travet Oraer; Other Accounting Data 16 be Compietad by FiscallAocounting
HHS-1 (REV. B/86)
TRAVELER FISCAL-ACCOUNTING TELETICKETING FISGAL-AVIRT ADVANCE OF FUNDS TRAVEL UNIT ORRMINATING OFFICE SECURITY REPRESENTATIVE

MIF 000073



CAiTHERSBURGMﬂ[’“Oﬂ,

WASHINGTONIAN CENTER
9751 Washingionian Boulevard, Gaithershurg, Maryland 20878 (301) 590-0044 Fax: (301) 2126155

606 LEWIS/VIVIAN/DR

Any additional uill be added to the total amownt charged
to your credit cord. I you need an updated receipt or credit ard
vouche; please stop by the Fromt Desk. Thank you.

For your protection we have NO1

sed g credit card receipt
m this exprens check out. Please

this suatement as a recript

110.71 07/19/96

GUEST FOLIO
09:35 ACCT#

ROOM NAME RATE DEPART Me 7739
NSKG 07/18/96 20:08

TYPE . o - ‘ARRIVE T™E GROUP

8
' — HG#:
ROO PAYMENT
CLERK ADDRESS
EFEREN CHARG CREDITS BALANGE DUE

07/18 ROOM. 606, 1 110.71
07/18 STATE TX 606, 1 5.54
07/18 CITY TAX 606, 1 7.75
07/19 ROOMSERV 2770 606 9.23
07619 CCARD-BK ROOM C/0 160.23

AYMENT RECEIVED BY MASTERCARD

.00

GAITHERSBUR%ﬂl’l’lOﬂ,

WASHINGTONIAN CENTER

9751 Washingtonian Boulevard
Gaithersburg, Maryland 20878
(301) 590-0044 Fax: (301) 212-6155

This statement is your nnl; receipt. You have agreed to pay in cash or by approved personal check or to authorize us to charge your credit card for all

amounts charged to you.

he amount shown in the credits column opposite any credit card entry in the reference column above wili be charged to the

credil card number set forth above. (The credit card company will bill in the usual manner.) If for any reason the credit card company does not make
payment an this account, you will owe us such amount. I you are direct billed, in the event payment is not mads within 25 days afier check-out, you will
owe us interest from the check-out date on any unpaid arnount at the rate of 1.5% psr month (ANNUAL RATE 18%), or the maximum aliowed by law,

plus the reasonable cost of collection, including attorney fees.

Signature X

2955 For Reservations At Any Marriott Hotel Call 1-800-228-9290

MIF 000674

THIS ITEM PRINTED ON RECYCLED PAPEH. @



TRAVEL VOUCHER

"Read the Privacy Act

Statement on the

1 DEPARTMENT ( STABLISHMENT '2
BUREAU DIVISION OR CFFICE

r—

4

DHHS/FDA/CDER/HFD-21

back

TERMP DR S

PERMANENT C~ANGE

TYPEt OF TRAVE

~e

OF STATION

IovuuLHE e

4 SCHEDULE NO

ITRAYCLLIL 1Y e a oy

e
¢ MAILING ADD \,,.L-’:‘__\*/

%

s .

s NAME (Last lirst, migdie initial} b SOCIALSECURITY NO 6. PERIOD OF TRAVEL
DERORAHN NARRIGAN .7 . FROM 5 10
TTTTTT— ———— 07/18/96 07/20/96

d. OFFiICt TELEPHONE NO

7. TRAVEL AUTHORIZATION

e« PRESENT DUTY STATION 1.

Rockville,MD

RESIDENCE (City and State)

a. NUMBERILS) o OATEI(S)

D-51754

10. CHECK NO.

. TRAVEL ADVANCE

. CASH PAYMENT RECEIPT

11. PAID BY

Outstanaing 1 s. DATE RECEIVED b. AMOUNT RECEiVED
Amount to be apphied 1' s
Amgunt due Goverament ; e. PAYEE'S SIGNATURE lLE B g !
(Artached: [] Chack D Cash) . ! b
). Beiance cutstanding 1
2. Gm‘,";m | hereby 833ign 10 the United States sny right | may have ageinst any parties in cONNeCtion with reimburseble ’ Traveier's imitials
REOQUESTS, OA transportation charges described below, purchsied unde - cash payment procedures (FPMR 101.7)
TRANSPORTATION M— POIN F TRAVEL
S i cusi| acenTs CAR. | CLASS OF INTS OF 7
{List by number beiow| VALUATION RIER | SER\ICE DATE
and attach passenger OF TICKET . AND ACCOM- 1SSUED rROM 10
coupon,: if cash is used (initisls] | MODATIONS
show claim on reverss (o) (o) i) (a) fe) "
sicle.)
B-4,699,179 $371.00 |uUs Contrac1; Lexington, KXY Washington,D.C.
and return
1)
PR FECUENEITE I o

Prysock 3-5454

13. | certity that this woucher.is true end correct to the best of My k nowledgs and beiliet, and thet peyment Or credit has not been Al
received "o ma_ When anolicabie, per diern claimed nh.nd the aver ige cost of lodging incurred during the period coversd by }
this vouc |

TRAVELER DATE AMOUNT

SIGN HERE \/7\ | \l\"‘ﬁ\’ ; 328', 58

NOTE: Femification of sn imhaﬂommr%a forfeiture of cleim (28 U.S.C. 2514) and may result in » fine of Aot more

rhmtmaworlnwmtfwmmmmss'unorwm (18 USC 287; id. 1001). .

14. This voucher is spproved. Long Bistance telephone calls, it any, are certified s 17. FOR FINANCE OFFICE USE ONLY 3
Mcn?\.h‘“dhw (NOTE: 1f iong distance tetephone cails ‘ |
are incluced, the official must Aave been authorized in writing by the s !
hesd of the dapartment or agency 030 certify (31 U.8.C. 680s).) o g&r;ee.n- +

. IF ANY +

APPROVING —— P et 1DATE (Expiain 4

OFFICIAL . D q—[b-‘io amount) -+

S$IGN HERE S m—— afdicer s B s ,.1 e -

15, LAST VOUCHESR PAID UNDER SAME TRAVEL AUTHORIZATION . TOTAL VERIFIED CORRECT FON- * i

. VOUCHERNO. : - - ;. ‘._, > ;D.O. SYMBOL : e WoNTHE | - CHARGE TO APPACPRIATIONY:: | !

. RS, SN : T 1s {
N . 1
THIS VOUCHER !‘ GERTIHED OORRECT AND PROPER FOR PAYMENT (Appropriation i Qe |
AUTHORIZED symbol ) i s N
gi:E‘FYING DAYE - - I -
AL . A
sion Hene B> NET TO TRAVELERD> |$ |
8. ACCOUNTING CLABMIFICATION
Wir-116 NR 7520006384180 STANDARD FORM 1012 (REV. 10-T1)

MIF 000075

Prescribed by GSA, FPMR (41 CFR) 101-7



eDULE

Col {c] H 1he voucher inciudes Com- Col. {d] | Show amount incurred (or each meal inCluding tax any Lips, BV Vary - . X Eieny
. per dhem aliowances for plete thru (9) | mesl cou continuation  OF
'ENSES m'mt::” ol‘ 'm‘:"’v:'.’ ‘I’"'V {n)  Show expenses, such as laundry, cleaning and pressing of clothes, tips to beliboys, FAGES
wnmediate tamuly, show lor porters, etc lother than for meats). TRA
) membery’ names, ages, actusl ?i ghannlelc lor per diern and actusl expense travel. S ‘V!L AUTHOR!?AT!ON no.
1. ow total subsistence expense incurred lor actusl expenss travel.
d rel h . ¢ :
JUNTS ;:\ re an-zm 0 u: em expense fm) Show per diem amount, limited to maximum rate, oc if travel on actusl expense, show .
ployee and manital status travel the lesser of the amounit trom col. {j) or maximum rate” Do :
JUMED of children luniess infor- (n] Show expemes, such a5 taxi/limousing fares, dic fare (1t purchased with cash), locst or
Mmation 15 shown on the long distance telephone calls for Government business, car rental, relacation other then
travel authorization.) subsistence, etc. o . LN
e | Time DESCRIPTION ITEMIZED SUBSISTENCE EXPENSES sEnae
— {Hour {Departure/arrival city, per diem MEALS MISCE L. .- ‘ ¢'
and computation, or other explanations LANEOUS : TOTAL OTHER
am/pmi| of expensel . |emeax- SUBSIS LODGING |SUBSISTENCE|. NO, OF
(61 A AST JLUNCH |OINNER| TOTAC | TENCE T | EXPENSE |- MILES
: (c) (g} ) (" ly) h) fi) L &) ; —
182:00p [LvLexington,KY '° : . v } T T *‘ i ; LR - :;, T3 ;
:00p Ar:Washington,b.C. . ! . | ! L L. ! X 1 i N
20[8:50p [Lv:Washington,D.C. ! 1 1 ! ! | ! el H
1:30p Ar:Lexington,KY ! ! ! ' ! X ! ! . Y 1
gy 4 3 I
"8 eals T + t 179100 T T t o + t
Lodging ! | | l ' I d ' L l '
19 Meals | \ | 38'00 l | ; | | [
1 Lodging , ' ! : ) 71,64 109,68 . | 109, 68 '
20 Meals f t T2 ts0 ~ 268,50 H 28| |
I | | I [ | | ' 8150 !
—_ - + 3 1 "N e L - $
18 Taxi:Airpt-Motel ) 1 v T ! + ! 4 X :
! | ' f ! ! I | I 20100
T r 3 ry F e 1
Alirport Parking ' I v + 1 4 t ' X ;0
| | | ( | | { { ( 15000
; - - i 1:,_, I s A 1 1 1L L 1
18 POA Resid-Airpt ' K ! Y ' M . \
(21 miles) ! ! . ' ' ! Voo i ' '
; - — 3 | .
20 POA Airpt-Resid ' ! - ' t + % 19 5 589 % H
] {19 miles) : ! ! ' ! ! ' ! | \
[ i { t 4 4 4 ) 1 1 I '
T T v 4 v L4
A RN RN RN AR
1 T } ¥ + 13 t + t o
M \J } = ¢ + + &‘.' 'L }
f"f"*‘-' ! l ! ! ! b : I B | |
N | 1 i - { 1 {- : i . ; T 1' :
, ol ' BTOTALS b cy :
wditional space is required, continue on snother SFPT012-A BACK. feaving the front blank. TOTALS P 1 24i4 O] 281,18 35p0
pruptance with the Privgcy Acr of 1974, the foliows o . ; I . ' P :
S on o e iarravon on i e b e R DSE, e, SBitery imvestigations or rssiont: o1 when Dursuant 10 o] e et sotl of cotums ], ) s
" .?e:o:a' ;r:u:::":\l;\;l?gl;v. '? 'o' .n" l.('!:;‘o'l. 'a:'..":.'mv' "&“;2# PMR 101 N, empioyee, the issusnce of s securily clesrance, or investigations of the per- "".' below sad in item 13 0n the front of
‘etier 22 1943, and 26 US C 60V1In! end s‘wg Tha pr o ) ot B aec1n Gty while 1n Governmen( srvice. ' Vour Social Security | $his fom. '
ihe rougusyted -n"o:mll-on % 10 determing paymant JJ;P.;"":':'V.:\U':'QI. :“0“"' e oo Loiolicited under the authorty of the internal -
ie cibividuals tor allowable 1rave) 8na’0r relocatio "':-p.nu m: ; |: |;:;m'u Code {26 US C 6011(b} and 6109) and E.O 9397, November 22,
ler J31*0'OUBlEe JdMniglrptive authqrazgti0n ang [} "!. d iy it ANDATORY o Psvar and/os smploves T o race
1 O such reumbisernenty 10 the overnmeng l'c:r “:' and manian ‘s MANDATORY on vouchers claming travel ."d/?' '..“."o'»‘ showance
W e 10cars B rDIOYErs ot brane ety :.u_s :umn-on wilt be #xpense rewnbursement -vhich 15, 0f My be, tansbjé «ncome. Disclosure of JOTAL
torevadie of theo affupl e The -n'oun.ﬁ'oc'\ ,'“'" 0""‘"'0:" o the vour SSN and ather requested information is voluntary n sl other ““.“"c“' AMOUNT
Wi ate {edersl State. 106ar. or ‘orenge. smen sy be auclosed 10 however, falure 10 prowide the infarmation {(othar than SSN) required to CLAIMED D $328.58
i . R + geni ey when relevent 10 Civib SUPDOrt the clawm may resuit 1n delsy or lo_ggl_n-'ﬂbuutﬂnﬂl-

(RN U P R N R T TR N T W)

" MIF 000076

STANDARD FORM 1012 BACK (10-77)



Deborah Nareqan 04[5, .

TRAVEL EXPENSES - TALLY SHEET

Jay of Departure: Date: 7! Hi b&, Time: Dep__2p an@ ArT ti“@ an—@

Name of Air Carrier O3 (o Private Auto Train
Airfare$ _?27‘ . ® Trainfare$ (SUBMIT AIRFARE/TRAIN RECEIPT and BUFF COPY OF GTR)

Privately Owned Auto (POA) Odometer Readings:

(Computed at 30¢ per mile) * (Q\ﬂ ca JStaning Mileage Final Destination

Taxis/Limos: Office/Residence to Airport (SUBMIT RECEIPT)......cccccocviiniiviiiiinnenn. $

Taxis/Limos: Airport to Motel/Meeting Place (SUBMIT RECEIPT).....c.ccccevciveunnnnn. $ 25
Lodgings: (SUBMIT RECEIPT)..........cccocovvruimverreennnn.. ettt $_20q. T

Meals: Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE))

Taxi: Motel to Meeting Place (SUBMIT RECEIPT)........ccccoiiiminnninnnniiiicinicnnnes S —

Taxi: Meeting Place to Motel (SUBMIT RECEIPT)............cconerveeuummermumnnmemmeceesmnsessens s T

POA Odometer Readings: From Motel to Meeting Place

Starting Mileage  Ending Mileage

(Computed at 30¢ per mile)
For Additional Day OTHER THAN Day of Return: Date:
Lodgings: (SUBMIT RECEIPT)...........ccooooooesrirrearesssssnsssssessesssssssssesssesessssassesasens w$
Meaxg; Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE.)
Taxi: Motel to Meeting Place (SUBMIT RECEIPT)...........cccovuunueemennes — s -
Taxi: MeaingPﬁee t0 Motel (SUBMIT RECEIPT)............coucesensmesesrresessmsssssssssnees s -
For Additional Day QTHER THAN Day of Return: Date:
Lodgings: (suamnaésarr) ................................................................................. s
Meals: Flat rate of$3800 (PRORATED BASED ON TIME OF DEPARTURE) ~ *
Toxi: Motel to Meeting P1ace (SUBMIT RECEIPT)...c.ccrermsmsmsmne S
Taxi: Meeting Place to Motel (SUBMIT RECEIPT)........... —— N e

’

MIF 000077



- - |
Dav of Return: Date: _7}:2-6[,3& Time. Dep E/g ( :a/pm Art

Meals: Flat rate of $38.00{(PRORATED BASED ON TIME OF DEPA]

Taxis/Limos: Motel to Megting Placs (SUBMIT RECEIPT)... ...

Taxis/Limos: Meeting Plack to Airport (SUBMIT RECEIPT).................

Taxis/Limos: Airport to Residence (SUBMIT RECEIPT)....................
POA: Airport Parking: (SUBMIT RECEIPT)..........ccooooovreomvirirorisirirronn

POA: Odometer Readings: [From Airport to Residence

(Computed at 30¢ per mile) Starting Mileage
Tolls: E To Meeting Place Aunount From |
- (Name individually and

submit receipts)

Note: |

This Tally Sheet is to be returned to the Office of Advisors and Consultaq

your travel voucher with current address and signature, buff copy of trans

ticket receipt and any otherireceipts (i.e., airport parking, taxis, tolls, shutt. .. NN
can not be honored unless Hotel receipt is submitted with travel expenses. To obtam rexmbursement for ofﬁcxal

telephone calls please comp?ete the following:

LN Ty

hone Calls Made for JDA O

* L(QQC—L C.&\(“Cuﬂé{'n-n% Tyeuwel —
T wxs, a.&-‘th-hmc&— ~ R, eriing W Phyden, Ky, T dove
a ,\Mm ijc. l'bo e a«d-@wﬂ LaAan%‘bﬁK&,l Pn\r\chﬁ—( j&f&ﬁb

Tl W hs MZ« as  (or oy ) Odd wx,{c\v;
oA M@m— xs*v'nu 1. fecedph ,@, \o@h (.ES’B CIN N V™
Wﬁt oo D‘U

L
Lol

Submitted By:_ ’7':-\“"\——— 1 sl\sy - ERPER TR RO
Signature arjd Date Please Meeting Date

i

MIF 000078



TN LN L ¥ L YR

HEDULE Cot {c) 1t ine voucher includes Com- | Cot. (d) | Show amouni incurred for each meal, including tax and LPs, and da ity total olu‘m e
per diem aligwances or plete thru (g) | meal con c;n"r:‘wluon OF
: members of employee’s only {h} Show expenses, such ay laundry, cieaning and pressing of clothes, 1ips 10 beliboys, FAGEs
PENSES immediate lamily , show tor " goneu. e!:: {other than for meals). \ [TRAVEL AUTHORIZATION NO.
bers’ 4 omplete for per diem and actusl expense travel. T,
ID members names, ages. actual {j]  Show total subsistence expense incurred for actual expense travel. i
Y and relationship 1o em. expense {m) Show per diem amount, imited 1o maximum rate, of if travel on sctusl expenss, show
1OUNTS ployee and manial status travel the lesser of the amount trom col. 1)) or maximum rete”
' . .
AIMED of children luntess infor- {n) Show expenses, such as taxi/mousine fares, sir fare {1 purchased with cash), local or
mation 1 shown on the long distance telephone calls for Government business, car rental, relocstion other than
Vravel authorzation ) subsistence, etc. Lo . b 4
ate | TimE OESCRIPTION ITEMIZED SUBSISTENCE EXPENSES - Juieace i
6 {Hour (Departare/areival city, per diem t MEALS MISCEL. TOTAL ¢ w é : B :
*nd computation. or other explanations ; LANEQUS ISTENCE| NO.OF | MILEAGE JSUBSISTENCE] OTHER
am/ipm}l of expense) ) BREA‘.‘ SuUBSIS LODGING SU.S MILES C Sheslt
e L #AST JLUNCH |DINNER| TOTAL | TENCE . |- ExvPeENnse o). .4 .
a) i) fc) i (al (a) ] fg) Al (it 7] &) L r
, Y LA L ; B »
/18p:20p kv:Roche_aster,NY : | : ; 1| [ i L Sy 1
) :30p pr:Washington,D.C. . N N N : ) ;-- } t
/19P:00p Lv:Washington,D.C. : I : ! ; i ' r |,;1§ Coy i
1 0:30pAr:Rochester, NY X ! . | . L . — + 4
— -
;118 Meals : T| i 19 ;00 : *' | B | [
Lodging . . L o N 124,00] 143,00 — 14300 4
g L] L
/19 Measl : ; |' 38 ;00 | | 38 IOO | 3800 I
o -4 . . Fi 2 L e i L ‘L %7' !‘ 4
/18 Taxi:Airpt-Motel K v ' ' ] i ) | 52100
(receipt attached) | ! | l | X X ! : +
— . : 4 +— - + L T
/19 Taxi:Mtg-AIrpt T 1 ) ) | | ] | i 20100
7 (receipt attached) ' ' , | , | . — t )
- Airport Parking t t y f y | \ } ) 15100
i { { l {
n " [ 3 — ] i } { !
¥ i T 1 1 v T v v
: [ { 1 | | { } i | |
} t - = t + } + t +
i o ! ! l 5 ! ! '
- * t + + + t f t t v '
! ! I I I | | I ! I
" Iy " — I [ $ § }
— 7 T t 1 1 T LI ¥ Y i
! | [ I [ [ I y ! \
! + } } 4— + + - f '
el | | I | | | ' I - i !
1 1 1 i { i i | 4 { }
wa nE T
'additional space is required. continue on gnoth ?;'SVF'*a"? A BACK SU_LTOTALS > ! + +
A ® - ; $=
il CK. leaving the tront blank. TOTALS P \ 18100 87100
v augmgphance weth the Provacy Acr ot 1974, 1he lollo@m:g 'ﬁ"olmll' » ] ] i i i OMMC UL wh uant to » X
wied Sobctation of the «ntgraation on thig form 1y suthoritad b"’: \.:.:'g. ::.;::?:mo:'l ':3“‘:':?':';':‘\;."!'.:.!;2’:‘!":‘".Po'n w:’?ol';l‘.' c:.v"m:nmm:si" of sn f’"ﬂm”@ _oltokmma (”' (m' and
nair 57 av implemented by the Feders! Trgval Regulstions (FPMR 101 n, employes, the isuance of e security clssrance, or investigations of the per: lnl., below sad in item 13 on the front of
€ V1609 of Juty 22, 1974, € QO 11012 ot March 27, 1962, €.0. 9397 ot formance of otficial duty while 1n Government service. Your Social Security] this form,
do.emhier 27 1943, an0 26 US C 6011(n! and 6109 The Primary purpose Account Number (SSNJ s solicited under the suthonty of the Interns)
1 ine *11ed 101 MatioNn 14 tO determine payment or teimbursement 1o Revenus Code (26 U S C 6011(b] eod 6109) snd E.O 9397, November 22,
tgivte wndividuals Yor sllowahie 1ravel sni‘or relocation enpenses (nCcursed 1943, tor use a1 8 tax payer and/or amployee :dentification number, disclosure
(rder 3t onate Adminigtirative authaezat.on ang 10 record and mMmainian s MANDATORY on voguchers claumung t svel pd/or relgcstion pliowancs
asts 0! such reumtiuisements 10 Ine G avernment  The jnlarmanion will be €xpense reimburtemans vhich 1, of may o8, tesanié incoms. Ouclosure of] TOTAL
et iy OVhcers anag emplavess aho have 2 need 10r the inlarmation i the vous SSN snd other rsquested information 18 voluniary n 8ll other instances.} AMOUNT
ectnenarnce of thew gtluagl (guiey The nfgringuion may be awciosed 10 however, talure 10 Drovide the nfarmation (othar than SSN} required to (] E ’ $268 00
wivopsate fedes) Siale (0Ca! 00 furegi ageniiey when relevant 10 ¢y, 1URPOIE the Claum may result in delay or losg of re: rbursement. CLAIMED .

" MIF 000079 . .

STANDARD FORM 1012 BACK (10-77)



TRAVEL EXPENSES - TALLY SHEET

tw . ’ -
Day of Departure: Date: JHQA H( Time  Dep 5 am/E@ ArT 30 am/gm )

Name of Air Carrier [ { S A'J s i’rivate Auto Train
Airfare$5 | [ TrainfareS_____ (SUBMIT AIRFARE/TRAIN RECEIPT and BUFF COPY OF GTR)
Privately Owned Auto (POA) Odometer Readings:
(Computed at 30¢ per mile) Starting Mileage Final Destination
Taxis/Limos: Office/Residence to Airport (SUBMIT RECEIPT).....ccccooceoeiiviiniininnnne. s
Taxis/Limos: Airport to Motel/Meeting Place (SUBMIT RECEIPT)...........c.ccooeenee s 5, é
Lodgings: (SUBMIT RECEIPT)..........oovvoooeeeeeoeoreoeeseeeseevereeessemessseesasssssssesessesnessons s_ /24
Meals; Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE)  _o2— 3<(_
Taxi: Motel to Meeting Place (SUBMIT RECEIPT).............cccooovuvummmrmmerseesreserererne
Taxi: Meeting Place to Motel (SUBMIT RECEIPT)..............oooooececcccssenseerorrore s s —
POA Odometer Readings: From Motel to Meeting Place | !
(Computed at 30¢ per mile) Starting Mileage  Ending Mileage
For Additional Day QTHER THAN Day of Return: Date:
Lodgings: (SUBMIT RECEIPT)..........c.cccocoviininninccrsnisisnssssnssessassssssssssssssssnses s
| Mealg: Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE.)
Taxi: Motel to Meeting Place (SUBMIT RECEIPT)..........cccccocvvivnvannne. [R— 3 .
Taxi: Meeting Place to Motel (SUBMIT RECEIPT)..........coooommmriininsiinniicinsinsnnanns, $ .
For Additional Day QTHER THAN Day of Return: Date:
Lodgings: (SUBMIT RECEIPT)..........ccoovumisimrmsimissennissssreissseenssssissssisns e $
Meals: Flat me—Df”BOO (PRORATED BASED ON TIME OF DEPARTURE.)
Taxi: Motel to Meeting Place (SUBMIT RECEIPT)..........c.cveeooeesnerssee I
Taxi: Meeting Place to Motel (SUBMIT RECEIPT)..........cooomuvrinrer cosersersmosisne S

MIF 000080



PAGE 2

Dav of Return: Date: 7: /CT: %Time: Dep C(DC) am/E/m;?A.rr /(2 3 am/@

Meals: Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE.)

Taxis/Limos: Motel to Meeting Placs (SUBMIT RECEIPT). ... ... $
Taxis/Limos: Meeting Place to Airport (SUBMIT RECEIPT). ..o, $ KO
Taxis/Limos: Airport to Residence (SUBMIT RECEIPT).................. s

POA: Airport Parking: (SUBMIT RECEIPT)..........oooocccooooooeeeerrereeesoseeoeeeeeeoeoooesoeeo o s /5
POA: Odometer Readings: From Airport to Residence

(Computed at 30¢ per mile) Starting Mileage Final Destination
Tolls: To Meeting Place Aunount From Meeting Place Amount
(Name individually and

submit receipts)

Note:
This Tally Sheet is to be returned to the Office of Advisors and Consultants at completion of travel along with

your travel voucher with current address and signature, buff copy of transportation request (GTR) and airline
ticket receipt and any other receipts (i.e., airport parking, taxis, tolls, shuttle, hotel receipt, & etc.). Your travel
can not be honored uniess hotel receipt is submitted with travel expenses. To obtain reimbursement for official

telephone calls please complete the following:

" T eiephone Calls Made for FDA Official Business: (only if FTS services are not available)

Dat i N Person Topic¢ Amount
Submitted By: \o\ 7- 4976
Signature and Date Please Meeting Date

. MIF 000081



ML PRy ¢ WY b WY (lisnts 1 5 Servar o

D-51754
‘ TRAVEL ORDER % APPROPRIATION NO-
- Tee———
& Originel [ Amendment No. ________ [J Cancsllation 3 ESTIMATED COST!
(See HHS Travel Manual, Part 3, for Dotailod Instructions) TO OHHS TO OTHERS
o TRAVEL 425.00
A M ember-FaM) . pER Ot 200.00
. . OTHER 150.00
eborah L. Narrigan, M.S.N., C.N.M. T 775 .00
CONSTITUENT/BUREALDIVISION/REGION % 3 YOTAL [ 3 . ]
’ €. APPROX. DATE OF DEPARTURE
DA/CDER (HFD-21) 07/18/96
. PRESENT OFFICIAL STATION 8. APPRQX. DATE OF RETURN
ockville, MD 07/19/96

& IMINERARY AND PURPOGE OF TRAVEL (Show clly, sarls Or counlry, deise and fmeeacne—uls continusdon sheet I necettary)

'c proceed Nashville, TN to Rockville, MD and return.

urpose: To attend and participate in the July 19,1996 meeting of the Reproductive Health

Drugs Advisory Committee.

‘rysock 3-5455

TRAVEL BY PRIVATELY QWNED AUTO IS AUTHORIZED ON MILEAGE TRANSPORTATION OF L] DEPENDENTS
BASIS RATE BPECIFIED BELOW FOR: § HH GOODS & PERS. EFFECTS
(0 empiovee ANDOR  [J DEPENDENTS ———
s 0.00 0.00 0.00 <] O Temrorary [J ResipEncE O temporanry
z VY ¢PERMILEAS MORE Y * LU ¢ PERMILENOTTO Y - DY ¢ PERMILENOTTO | 2| OTRS TRANSACTIONS STORAGE
2 ADVANTAGEOUS TO EXCEED COMMON EXCEED cosTS8Y | & O House O wmisc. exp.
P QOvVT CARRIER COSTS GOVT-OWNED AUTO g HUNTING ALLOWANCE O CWHE.R
ol 0O esaauto K] AUTO RENTAL UNDER GSA CONTR 0] OTHER (Specty | € TAIP (Specily}
g - below) S HHS 355:
=| [ excess sracace (] REGISTRATION FEE 55§  1imos, etc £| O saneo 0 Not REQUIRED
iZ. TRAVEL & PER DIEM I8 AUTHORIZED IN AGGORDANGE. WITH DHHS POLICY AND: TO BE PERFORMED FOR (DHHS, UN, oic.)
Orfmrs O s O oTHER rspecity)
J I EXPENBEE YO BE PAID BY
perpeM: [ none Bl wus. DOoutsieus. O VARYING RATES g
162.00 PER ABOVE REGS. | = I A APPAOVAL GRANTED FOR TRAVEL OF
{9
RATES 282.00 [l LoogiNgs PLus [ ACTUAL EXPENSE O rxep | E O < oncees [ )
L sooavs orue OVER 90 DAYS  DATE
I.‘.'=$124 -00  M&IE=$38 g REBPONSIBLE FOR BECURITY CLEARANCE
14. ACCOUNTING DATA (Ses HHS Accr'g Mamal & Acce'g Code Book) ¢i | OF TRAVELER ASSUMED BY:
! 27 aio |12 ORIGINAL OTHER 30 140] av-a? @51 €263 84 0579 95-100 101-100 08
OBLIGATION DOCUMENTS PPBS
E £FF §_, E 1315 1628 2625 2%-38 g COMMON 06, AMOUNT | cm m 101.108  [107]
2| o™ |28 luls gB)| rocoume | sz | cotEvs e |E] copepame | non o
g g g Py oacuMexT e | oocument |31 ) g| tecerNn ooc. ol Y
g COOE - CUDE NO. o2 = GoRY |[Z@
& -3 g ) i . . ¥ RE| S
2 130 Y 616592862 2135 . 2
D-51754 775.00
2 i
2
2
1s. w:mnmosocw"m-m‘"-*'mvsg -~ -

Qe -
.7 St programs Officer C’/a\l“tg.

S PUNDT—ARE AVIALABLE
E AVIALABLE

AUTHOAITY 1S HEAERY GRANTED TQ PERFORM TBAVEL AND T i1 e e tme. mem

=S AS MAY BE NECESSARY UNDER THE CONDITIONS SET FORTH ABOVE.
( rne Senior Management Officer

o5 L] T

ZED
© be complsted by Office inttating Travel Orger; Other Accounting Data 10 be Completed by FbcaUAccoununa

tcs.

HHS-1 {REV. 8/86)

TRAVELER

FISCAL-ACCOUNTING TELETICKETING FISCAL-AUDTT ADVANCE OF FUNCS

MIF 000082

YRAVEL umY

ORIGINATING OFFICE SECURITY REPRESENTATIVE



UEFARBER | UT MEAL IR ANU 1 am SERYACE
. D-51754
‘ TRAVEL ORDER 2 APPROPRIATION M.
e —
O3 Original Amendment No. ________ [T Cancellation S ESTIMATED COST!
{See HHS Travel Manual, Part 3, for Detailed Instructions) TO DHHS TO OTHERS
S.Mmmmw '_‘ 5. SSAN WVEL 3 425.00 P
(Member“F&M PER DIEM 200.00
* 150.00
>eborah L. Narrigan, M.S.N., C.N.M. T OTHER =75.00
§. CONSTITUENT/BUREAUVDIMSIONREGION kPR TOTAL s : s
07/18/96
7. PRESENT OFFICIAL STATION ) 8. APPAOX. DATE OF RETUAN
Rockville, MD 07/19/96

18 STINERARY AND PURPOGE OF TRAVEL (Show clly, SI8ts O COUNTY, GEING A/ /ES0Ns—ude CONTNUSTon shee! I Nececsary)

amend travel to Lexington, KY to Rockville, MD and return.

Prysock 3-5455

TRAVEL BY PRIVATELY OWNED AUTO IS AUTHORIZED ON MILEAGE TRANSPORTATION OF [} DEPENDENTS
BASIS RATE BPECIFIED BELOW FOR: _ § O HMH GOODS & PERS. EFFECTS
O emprovee aNovoR [ DEPENDENTS ———e—
E : = | O Temrorary [J ResiDENCE O TEMPORARY
2 __CPERMLEASMORE __¢PERMILENOTTO __¢PERMILENOTTO |9 OTRS TRANSACTIONS STORAGE
2 ADVANTAGEOUS TO EXCEED COMMON EXCEED COSTS 8Y & O nouse 0O wisc. exp. .
o QOvVT CARRIER COSTS GOVT-OWNED AUTD | & HUNTING ALLOWANCE O orHER
3 2 TRIP (Specity
ol [J esaauto 0 AUTO RENTAL UNDER GSA CONTR O oHER (Specty | X )
g i bekw) 5 HHS 3SS:
-| [ excess BagoacE [ ReGISTRATION FEE £1 O sigNep O w~ov REQUIRED
12. TRAYEL & PER DIEM {8 AUTHORIZED IN ACCORDANCE. WITH DMHS POLICY AND: YO BE PERFORMED FOR DNKS, UN, otc.)
OFfrs O strRS O OTHER rsoecity)
2 | EXPENSES TO BE PAID 2Y
peroiem: [ None B INus. O oursioe u.s. O] VARYING RATES §
. PER ABOVE REGS. | & |—
RATE §_152. 00 Kl LobaiNGs PLUs [0 ACTUAL EXPENSE O Fixep | F |SECURTY APPROVAL GRANTEQ FOR TRAVEL OF
8 g O sooavs oriess [0 oversooavs  oate
L=5114 M&IE=$3 2 | REBPONBIBLE FOR BECURITY CLEARANCE
14. ACCOUNTING DATA (See HHS Acur'g Manual & Acct’y Code Book) ¢i | OF TRAVELER ASSUMED BY:
1] 27 aio [112 ORIGINAL OTHER 39]40 4147 451 5263 m 6579 25-100 101108 108
z OBLIGATION DOGUMENTS PPBS
¥ 2 g 1315 1625 %28 2638 S common | oBu. AMOUNT PAYMENT = o 108|107
EFF CUSTOMER
£l o (2815 (8] accounmma | cuuss | voamss 1B coormaman | “Ton oo
g @ E DOC. DOCUMENT _ooc. DOCUMENT 8 S‘ 2 HECIPIENT) ooC. CATE. , =
g g g el NO. CooE NO. s|3 £ Gory |Zm g
< -3 . we . . ¥ Re
. . T 6|6992862 [2135 . .
D-51754 775.00
3 5
2
2
15. NAME AND TITLE OF OFFICER " TS T “RAVEL - —
.§GE Programs Otticer 7-3 [ FUNDS ARE AVAILARLE -

AUTHORITY 1S HEREBY GRANTED TO PERFORM, TRAVEL ANO.TYY INCY IR Q1164 SVBENSES AS MAY BE NECESSARY LUNDER THE GCONDITIONS SET FORTH ABOVE.
me: Senipor Management Officer

5 Ny 17X 7%

* Yo s compietad by Office intieting Travel Order; Other Accounting Data 10 be Completed by Flscal/Accounting Office.
HHS-1 (REV, 8/86}
TRAVELER FISCAL-ACCOUNTING TELETIGKETING FISCAL-AUDIT ADVANCE OF FUNDS TRAVEL UMT ORIGINATING OFFICE

MIF 000083

SECURITY REPRESEMTATIVE



Far#ow muzthm'lnduddaavdllmMrunpl
in check out. Please accept this statement as o receipl.,

- GAITHERSBURmarl'lotI' T T,

WASHINGTONIAN CENTER

9751 Washi g Mil'yhlﬂzoﬂ" (301) 590-0044 Fax: (301) 212-6155 GUEST FOLIO
827 "ARR]GAN/DEBORAH 64.00 07/20/96 07:44 ACCT#
NAME RATE DEPART TIME 7745
NSKG - - 07/18/96  19:40
WE ) ARRIVE TIME
e ~——————"—— /0798
—— HG#
ROOM PAYMENT
CLERK ADDRESS
JEFERENCE 1 CHARGES | CREDITS I BALANCE DUE
07/18 ROOM ) 1‘657811 1?8 ;"}
07718 STATE TX 827, 1 &~ 5 e aqo”v\‘n 3y da..u)
07/18 CITY TAX 827, 1 AU To Thi, Fet
g;;ig ‘ggo:TEAK 14gg7ézg WWM _
. ' . D% ! ; : B Cmie R
.. 07/19 STATE TX 827, 1 . 3 20 -
07/19 CITY TAX 827, 1 ~ 4.48 -
07‘ CCARD-BK 277.51
oo AYNM -

ENT RECEIVED BY VISA

.00

MIF 000084




1 DEPARTMEN
BUREAU DiViL..ON OR OF FICE

{ESTABLISHMENT

(AR I

TRAVEL YOUCHER G .
;ReadmePr/vac‘y Acr D “RMANENT CancE |4 SCHEDULE NO
Statement on the back, | DHHS /FDA/CDER/HFD-21 oF sTATION
5. {8 NAME (Last, first, middte initial] 3 b SOCtALSECURITY NO 6. PERIOD OF TRAVEL
- . s FROM b 1O
w . :
bt DaV1dson, Ezra 07/18/96 107/20/96
: c .'NG ADDRESS //nc/ude 21P oae/ d. CFFICt TELEPHONE NO |7. TRAVEL AUTHORIZATION
pt Df’f’f' F Ongtofrics £ ;7’“ "’5“/ 5. NUMBERI(SI |b DATE(S)
W | Cherles RDrew Lenly, 01" +S‘c renct.
-4
2162 E, 1207h Streei~ b-51758
2 Los Ancelos, 04 92005
x (e PRESENT DUTY STATION i " RESIDENCE (City and State!
- » R
. 10. CHECK NO.
Rockville,MD !
8. TRAVEL ADVANCE 9. CASH PAYMENT RECEIPT 11. PAID BY

s OQuistanding

P ald

a. DATE RECEIVED

b. AMOUNT RECEIVED

T
i
b  Amount to be spplied £ J' $ v
¢ Amount due Government L ; ¢. PAYEE'S SIGNATURE b
(Attached: cneck (Joars | - N
0. Baiance outstanding . 34

12. Srigxm@r"“;. ON |1 hereby assign 10 the United States any right | may have 38Nt any Parties in CONNECTHION with reimbursebie ’ Traveler's Initials
REQUESTS, OR transportation charges described Delow, purchaed unde cash psyment procedures (FPMR 101.7)
TRANSPORTATION N [ ] N
‘TICKETS, {F PUR- d . POINTS OF TRAVEL
CHASED WITH CASH|  AGENTS CAR- | CLASS OF
[List by number below| VALUATION RIER $E .ICE DATE
and artach OF TICKET, L. AND ACCOM- ISSUED rROM TO
coupon, if cash is used (Initisis] | ODATIONS :
show clsim on revense a i) fe! (d) (e} 0]
B-4,699,167 $217.00 | AA [contract Los Angeles, CA|Washington,D.C.

‘Prysock.3-545%

Fares.

—— N a

and return

b

hpproval granted
for excessive ta:

e I —

MIF 000085

S 13, lumfy Mmhvoudmutrmwcomcxmtfnmofm knowiedge and belief, and that pwmmorandhhamtbun 1
received by ms, When Wc por diem claimed is based on the aver 2ge cost of lodging incurred during the period covered by f
this voucher, ‘ {

“TRAVELER), —_—— DATE AMOUNT ) |

SIGN HERE | c $ 440,08
"NOTE: Falsificetion of in an expense sccount works s forfeinfre O claim (28 U.S.C. 2514] and may resuit in » fine of Aot more
than $10,000 risonment for.not more then § years ordoth (18 U.S.C. 287; i.d. 1001).

<14, This voucher is approved. Long distance teiephone calls, if sny, are certified as 17. FOR FINANCE OFFICE USE ONLY !
necessery in the intersst of the Government. INOTE: If long distance telephone calls ‘ !
ore included, the approving official must heve besn suthorized in writing by the 3 {

- hesd of the dapartment or agency-to- s certify (31 U.S.C. 680s).) s, g:‘FcFEE.n- $

! IF ANY +

- APPROVING S~ .~ DA (Ex isin ;

OFFICIAL Ef"to"b- amount) -+
_ siGN HERe ! .LSGE Programs Offllcer : .
18, wvmvmn PAYD uuo!n SAME TRAVEL AUTHORIZATION . TOTAL VERIFIED CORRECT FOR ﬁ,
s. VOUCHER NO. . 0.0, SYMBOL c. MONTH & CHARGE TO AFPROPRIATION” !
) T YEAR : s {
. » - me i‘
L THIS VOUCHER I8 GEITIFIED OQRREC'T AND PROPER FOR PAYMENT {Appropriation j: i
AUTHORIZED $
CERTIFYING DATE - -
OFFICIAL 4 }
$IGN HERE B NET TO TRAVELERD |$ 1
8. AL NG CLAS ATION |
LTyt T —————— e —
!
}
012-118 : AN 7580—00~630 3180 STANDARD FORM 1012 (REV. 10-7T}

Prescribed by GSA, FPMR (41 CFR) 101-7

U



TRAVEL EXPENSES - TALLY SHEET

Day of Departure: Date. 7-1§-5 6 Time Dep é (:a/pm Arr S a

-

Name of Air Carrier  Ameér LCQM . i’rivate Auto Train
AirfareS_____ TrainfareS______ (SUBMIT AIRFARE/TRAIN RECEIPT and BUFF COPY OF GTR)
Privately Owned Auto (POA) Odémeter Readings: $ /20 S /40
(Computed at 30¢ per mile) Starting Mileage Final Destination
Taxis/Limos: Office/Residence to Airport (SUBMIT RECEIPT)...........c.oocoii § —
Taxis/Lifos: Airport to Motel/Meeting Place (SUBMIT RECEIPT)......cccccoueeeerrenne $.52.00
Lodgings: (SUBMIT RECEIPT)......cc.ooovocooreslsooeesrosssmessesssseessssesssssesesssessncen s/2Y. 00
Meals: Flat rate of $38.00 PRORATED BASED ON TIME OF DEPARTURE.)
Taxi: Motel to Meeting Place (SUBMIT RECEIPT)..........coccommmsrmsumussssssssssssnsssssannnen. s
Taxi: Meeting Place to Motel (SUBMIT RECEIPT)........cccocooininicminininniiiine S —
POA Odometer Readings: From Motel to Meeting Place . !
(Computed at 30¢ per mile) Starting Mileage  Ending Mileage
For Additional Day QTHER THAN Day of Return: Date:__7~ 19~ 7"'
Lodgings: (SUBMIT RECEIPT).....c..ccerorirrrmsssssensse s s 1065
Meals Flat rate of §38.00 (PRORATED BASED ON TIME OF DEPARTURE.)
Taxi: Motel to Meeting Place (SUBMIT RECEIPT)..........c.vcvrssneere S s %
Taxi: Meeting Place to Motel (SUBMIT RECEIPT)....ccrermrvrrssrsssssss s
For Additional Day OTHER THAN Day of Return: Date:
Lodgings: (SUBMET RECERFT). ...t s
Meals: Flat rate of $38.00 (PRORATED BASED ON TIME OF DEPARTURE)
Taxi: Motel to Meeting Place (SUBMIT RECEIPT)........... e ——
Taxi: Mecting Place to Motel (SUBMIT RECEIPT)..........ccverercrn S W T
~ MIF 0oooss



DEPARTMENT OF HEALTH AND HU ' SENVICES

D-51758
TRAVEL ORDER 2 APPROPRATION N
&l Original 3 amendment No. ________ [0 Cancellation 3 ESTIMATED COST*
{Ses HHS Travel Manual, Part 3, for Detailed instructions) TO OHHS TO OTHERS
we»(corggm«onw . S SSAN TRAVEL ¢ 250.00 N
; 150.00
zra C. Davidson,Jr., M.D. . . L —— OTHER 55550
REAUDIVISIONREGION : TOTAL $ : s
e 8. APPROX. OATE OF DEPARTURE
DA/CDER (HFD-21) 07/18/9%6
PRESENT OFFICAL STATION - %. APPROX. DATE OF RETURN
ockville, MD 07/19/96
L ITINERARY AND PURPOGE OF TRAVEL {Show clly, casis o cauntly, detes snd use don shest ¥ v}

o proceed Los Angeles, CA to Rockville, MD and return.

urpose: To attend and participate in the July 19,1996 meeting of the Reproductive Health
Drugs Advisory Committee.

rysock 3-545S5

TRAVEL BY PRIVATELY OWNED AUTO tS AUTHORIZED ON MILEAGE TRANSPORTATION OF [ DEPENDENTS
BASIS RATE BPECIFIED BELOW FOR: [J WM GOODS & PERS. EFFECTS
O emmovee anooR [ DeEPENDENTS § e
E 0.00 0.00 0.00 £ O remporary [J RESIDENCE {0 TemPORARY
2 -Y9¢reERMILE AS MORE Y * 2V » PER MILE NOT TO Y - YU ¢ PER MILE NOT TO QTRS TRANSACTIONS STORAGE
3 ADVANTAGEOUS TO EXCEED COMMON Exceep costs 8y | & | [ nouse 0 miSC. ExP. :
P QovT CARRIEA COSTS GOVT-OWNED AUTO é HUNTING ALLOWANCE 0O otaer
2] DO esaauro Bl AUTO RENTAL UNDER GSA CONTR O otHER (Specty | X TRIP (Specily)
g Delow) 3 HHS 3SS:
. : .o <
<| U0 excess sacaacE D) REGISTRATION FEE .25 1imos, etc £ | O sianep O wot rRecuireD
Z TRAVEL & PER DIEM 16 AUTHORIZED IN AGCOROANCE. WITH BHNS POLIGY AND: TO BE PERFORMED FOR (DHHS, UN, owc.)
OrfFrs 0O Jmrs O OTHER (Specity)
o | EXPENBES TO BE PAID BY
perDiEM: [ NONE & iNus. 0 oursioe u.s. [0 vARYING RATES § : .
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The POp ulation COUHCH . One Dag Hammarskjold Plaza, New York, New York 10017
Sandra P Arnold
Vice President, Corporate Affairs s BN
July 26, 1996
———

US Food and Drug Administration

Center for Drug Evaluation and Research
5600 Fishers Lane, HGD021

Rockville, Maryland 20857

Dear

Enclosed as you have requested are copies of the slides used by Dr. Ann Robbins, Dr. Irving
Spitz, Dr. C. Wayne Bardin, and Dr. Beverly Winikoff at the meeting of the Advisory Committee
on July 19. Let me draw your attention to the annotation in the lower right hand corner of each
slide, indicating that the information is unpublished, and, in the case of Beverly Winikoff's slides,
both preliminary and unpublished.

Since we wish to preserve the right to publish the data, we would prefer that the copies be used K
only to complete the FDA record of the event, as you and | have discussed, and not released to

the press or others. In addition, the preliminary nature of the results reported by Dr. Winikoff

make an even more compelling case for limiting the distribution of the information.

Thank you once again for the great care with which you and others managed the proceedings
on the 19th. We are of course delighted with the resuits, and were very pleased with how
smoothly everything functioned. We know that this doesn’t happen by accident!

Please don't hesitate to contact me if there is anything further | can help you with.

Very truly yours,

Enclosures

cc: C. W. Bardin - .
M. Catley-Carlson
E. Johansson
A. Robbins
l. Spitz
B. Winikoff

Telephone: (212) 339-0500 Telex: 9102900660 POPCO Facsimile: (212) 755-6052 Cable: POPCOUNCIL NEW YORK
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"We certify that we attended the 19 July 1998 meeting of the
Reproductive Health Druge Advisory Committee and that these Summary
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The afternoon session began with the Open Public Session, with

presentations by the following individuals, speaking either as private
citizens or on behalf of the organizations they represented:

Office of Congressman Tom Coburn
Member, United States House of Representatives
Michael Schwartz

Alan Guttmacher Institute
Lisa Kaeser, JD

American College of Obstetricians and Gynecologists
Caroclyn L. Westoff, MD

American Life League, Inc.
Rebecca Lindstedt

American Medical Student Association
Paul Jung, MD

American Medical Women”s Association
Diana Dell, MD

American Public Health Association
- " Allan Rosenfield, MD

American Victims of Abortion
Olivia L. Gans

Baruch College
Joel Brind, PhD

Private citizen
Randy O°Bannon, speaking for Charles Cargille, MD

Center for Reproductive Law and Policy
Janet ngshoof, JdD

" Private citizen
Helen M. Donovan, JD

Famil&iResearch Council
Gracie S. Hsu, MHS

Feminist Majority Foundation
Eleanor Smeal
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The Reproductive Health Drugs Advisory Committee of the Food and Drug
Administration met on 19 July 1998 at the Food and Drug Adminstration’s
Technical Center in Gaithersburg, Maryland. A complete transcript of: the
meeting is available from the Dockets Management Branch. The following
documents are annexed to these Summary Minutes:

1. The Agenda.

2. Questions put to'the Committee.

3. A list of Committee members and the Guest invited by the FDA.

The meeting was opened by the Chair with comments concerning the exemplary
service of the members whose terms on the Committee have ended, Drs. Janet
Daling, Cassandra Henderson, and Jane Zones, and greetings to the Invited
Guest, Dr. Ricardo Azziz, who becomes a member of the Committee this year.
The Chair also introduced Agency staff at the Committee table: Commissioner
David Kessler, Deputy Commissioner Mary Pendergast, and Acting Director of
the Reproductive and Urologic Drugs Advisory Committee, Dr. Lisa Rarick.

Subsequent committee meeting dates were confirmed as follows:
20-22 November 1996
13-14 February 1997
5-6 June 1997

Ms. Marina Hooten, the Chief of the Ethics Branch in the Agency s Division
of Ethics and Program Integrity, read the Conflict of Interest statement,
noting that, due to the possibly apparent conflict of interest, Dr. Zones,
though permltted to participate fully in the proceedlngs, has been asked
not to vote, if votes are to be taken.

The Chair then opened the meeting to the principal topic.

NEW DRUG APPLICATION FOR THE USE QF MIFKPRISTONK
FOR INTERRUPTTON OF RARLY PREGNANCY

After an introduction to the topic by Commissioner David Kessler, the
sponsor, the Population Council, presented its findings and
recommendations. - Presentations were given by Ms. Sandra Arnold, Drs. Ann
Robbins, Irvin Spitz;, Wayne Bardin, Beverly Winikoff, and Elizabeth
Newhall.” During-these presentations there was discussion of the issues
with Committee members. Dr. Robbins concluded the sponsor”s presentations.
The next major agenda item was presentations of the Agency’s review of the
Application by staff of the Reproductive and Urologic Drugs Products
Division, including the Acting Director, Dr. Lisa Rarick, and Drs.
Alexander Jordan and Ridgely Bennett. There was discussion of the issues
with Committee members during and after these presentations.
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Feminiét Women“s Health Center
Marie Head

Life Issues Institute
Richard D. Glasow, PhD

National Abortion and Reproductive Rights League
Marcy J. Wilder, JD

National Abortion Federation
Paul Blumenthal, MD

National Association of Nurse Practitioners
in Reproductive Health
Susan Wysocki, RNC, NP

National Council of Jewish Women
Donna Gary : ‘

National Organization for Women, Inc.
Janice E. Erickson '

National Women”s Health Network
Cynthia A. Pearson

National Women”s Health Organization
Susan Hill

National Women s Law Centpr
Ann Kolker

Northeast Waterloo Family Practice
M. Louviere, MD

Pharmacists for Life, International
Mary Jasinski Caldwell

Plahned'?arenthood'Federation of America
- Gloria M. Feldt.

Planned Parenthood of Westchester and Rockland, Inc.
Lynn Borgatta, MD, MPH

Reproductive Health Technologies Project
Marie Bass

Private citizen
Wendy Simonds, PhD

MIF 000093




RHD Advisory Committee Summary Minutes/Page 5

& 3
. -

Society of Physicians for
Reproductive Choice and Health
Seymour .. Romney, MD

Southwestern Medical Cllnic, PC
Donna J. Harrison, MD

Women”s Legal Defense Fuﬁd
Joanne L. Hustead

After completion of the Open Public Hearlng, the Chair directed the
attention of the Commlttee to the questions.

ANSWERS TO THE QUESTIONS

AGENCY STATEMENT INTRODUCING THE QUESTIONS

“The regimen proposed for the use of mifepristone for the termination of
early pregnancy coneists of the oral administration of 600 milligrams of
mifepristone within 49 days after the beginning of the last menstrual
period, followed by oral administration of 400 micrograms of misoprostol 48
hours later."”

CHANGE IN STATEMENT

The Committee began 1ts deliberations on the guestions by changing the
phrase "48 hours" to "2 days" in this statement.

QUESTION 1. :

a. Do the results of the open-label, historically controlled studies
conducted in France establish the efficacy of this regimen for use in
the United States?

ANSWER
The Committee voted 6 in favor and 2 opposed in response to this
question.

b. If not, what additional efficacy information should the applicant
provide?

ANSWER :

In response to this question, the Committee voted unanimously (8 to 0)
in favor of the following motion:

“The Commiittee has some reservations about finally determining
efficacy without access to the US data and recommends to the Agency
that the Committee would like the opportunity to review the data when
they are available."”
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The safety database for this regimen consists of trials conducted in
France, preliminary data from U.S. trlaIs, and foreign post-marketing
experience.
a. Do these data adequately demonstrate that the regimen is safe for use
in the United States when used for the proposed indication?
In your discussion, please include comments on the following issues:

o Whether the adverse events associated with the regimen can be
adequately managed when the regimen is administered as labeled.

(o} The acceptability of the frequency of adverse events.

ANSWER

The Committee voted 7 in favor and 1 in abstention in response to this
question. (The Committee provided no specific responses to the two
Issues on this gquestions presented by the Agency.)

b. I1f not, what additional safety information should the applicant
provide?
ANSWER
The Committee discussed the issue of safety at length and stated that
it would like be to be informed of the final analysis of the safety
data from the US studies.

QUESTION 3.

Taking into consideration the overall evidence for safety and effectiveness
of the regimen, do you believe the benefits outweigh the risks for use of
the regimen for the proposed indication in the United States?

ANSWER

The Committee voted 6 in favor and 2 in abstentlon in response to this
question.

QUESTIONS 4 and J. .

4. If the regimen were to be approved, do you consider the labeling
proposed by the applicant on how to administer the regimen and how to
monitor patients who receive it to be appropriate?

5. If the regimen were to be approved, what further information, if any,
do you recommend be included in the written information to be provided
to the patient?

ANSWER -

In response to Questions 4-and 5, the Committee made the following
statement:

"With regards to labeling for both physicians and the patients, the
Committee I1s concerned that the precautions and conditions employed in
the clinical trials - such as under age 18, over age 35, smoking, and
certain chronic medical conditions - be described in the labeling and
noting that there are as yet no data concerning the safety of the use
of the regimen by women with such conditions. The Committee also
recommended that patient labeling include what is known about possible
teratogenicity in humans, that the risk to fetuses of pregnancies that
are not terminated by the regimen is not certain, but women should be
offered surgical terminations when failures occur."”

3
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QUESTION 6.

If the regimen were to be approved, do you have recommendations concerning
the drug distribution system proposed by the applicant?

ANSWER
The Commzttee_' voted unanimously (8 to 0) in favor of the following

statement:
“"We agree in concept with i:he proposal but have serious reservations on how

it is currently described in terms of assuring safe and adeguate
credentialing of providers."

If the regimen were to be approved, what recommendétions, if any, do you
have for post-marketing studies? :

ANSWER
The Committee recommended that several issues be studied after the regimen

is marketed including the following:

o monitor the adequacy of the distribution and credentialing system by
determining, among other end points, the frequency of post-surgical
complications;

o follow-up on the outcome of all women who have surgical abortion .
because of method failure;

o studies of the long-term effects of multiple use of the regimen;

o ascertainment of the number of women who follow the complete regimen

. of treatment, and follow-up of women who do not;

o studies of the efficacy and safety of the regimen in women under age
18, over age 35, and in smokers; and

o ascertainment of the effect of the regimen on children born after

treatment failure.

The Committee having completed the agenda, the Chair closed the meeting.
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PROCEEDINGS (9.00 a.m.)
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Dﬁ. DAVIDSON: May I have your attention, please.

I would like to open this meeting of the
Reproductive Health Drugs Advisory Committee, considering
the topic that is well-published of this agenda.

To begin with, in terms of just some internal
Committee issues, I would like to note and appreciate that
this is the last meeting for three of the members who are
with us today: Dr. Daling, Dr. Henderson and Dr. Zones.

We certainly had the professional pleasure and benefit of
their participation in this committee.

This is also the first meeting of Dr. Richard
Azziz, and as has been customary, Richard, knowing that you
are from the University of Alabama, I am sure you will take
this opportunity to distinguish which campus that is.

‘ Welcome to the Committee.

DR. AZZ2IZ: I am a professor in the Depatrtment of
Obstetries and Gynecology and the Department of Medicine at
the University of Alabama at Birmingham. As we always have
to sayfmihére are three campuses, of which Birminghanm is
the important one.

"' DR. DAVIDSON: We have confirmed at the last
meeting, but I would please have you note the dates of the
future meetings that are at the top of the agenda today.

The conflict of interest statement will be read
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today by Marina Hooten(?), who is chief of the Ethics
Branch Divié;on of Ethics and Program Integrity of the FDA.

DR. HOOTEN: Good morning.

The following announcement addresses the issue of
conflict of interest with regard to the meeting, énd it is
made a part of the record to preclude even the appearance
of such at this meeting.

Based on the submitted agenda for the meeting and
all financial interests reported by the Committee
participants, it has been determined that all interests in
firms regulated by the Centef for Drug Evaluation and
Research, which have been reported by the participants,
present no potential for conflict of interest at this
meeting, with the following exception:

Dr. Jane Zones would like to report to reflect
that she was, within the past year, a member of the Board
of Directors for the National Women's Health Network, a
membership-based, non-profit, public interest health
advocacy organization. The National Women's Health Network
is making a _presentation today. However, she is not aware
of what-they are going to present.

= Dri. Zones will be participating as a consumer
representative member today, but she will not be voting
with respect to this product.

In the event that the discussion involves any
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other prodé;? or firm not already on the agenda for which
the FDA_pafiicipants have a financial interest, the
participants are aware of the need to exclude themselves
from such involvement and their exclusion will be noted for
the record. »

With respect to all other participants, we ask in
the interest of fairness that they disclose any current or
previous financial interest or professional involvement
with any firm whose products they may wish to comment upoh.

DR. DAVIDSON: Thank you very much.

I should indicate before we begin that in
addition to the Committee members séated around the table,
there are four Agency persons: Dr. Phil Corfman, who is
the secretariat of the Committee, who is immediately to my
right; and to the end of the table to my right, Mary
Pendergast, who is the Deputy Commissioner for the FDA;

Dr. Kessler, who is the Commissioner and who will speak
momentarily; and Dr. Lisa Rarick, who is the Acting
Director of the Division of Reproductive and Urologic
Drugs, a néw position and a new title, for which she is to
be congfatulated for.

7 We will begin with opening comments by Dr. David

Kessler, the Commissioner of the FDA.
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