type of test used).2? Where access to radioimmunoassay pregnancy tests is available
pregnancy can be determined at about the ime that implantation begins. B

In places where the laboratory-dependent tests are not available, a woman generally —

must wait one to two weeks after her missed menses in order to determine if she is pregnant. In

- these circumstances it would be impossible for any provider or acceptor of RU 486/°G to know
with certainty, in the six weeks between the LMP and pregnancy test results, whether the
woman was in fact pregnant. Significantly, this time span of "unknown condition” is almost
identical to the period of time recommended for use of RU 486/PG. A crucial question is whether
the use of RU 486/PG during this time violates a prohibition on abortion.

The legal status of menstrual regulation techniques, a term used to denote other early -
fertility regulation procedures that do not neatly fit into the abortion/contraception dichctomy, was
first undertaken by Lee and Paxman in 1975.4 They point out that, historically, restrictive criminal
abortion statutes around the worid generally follow one of two legisiative modeis: ;

(1) Statutes that expressly or implicitly require proof of pregnancy as an element of the -
criminal offense; and

(2) Statutes that make it a crime to act with the intent of intenrupting a pregnancy whether
or not the woman is pregnant 4 o
Some countries, for exampie many of the African Commonwealth nations, have a dual scheme for
punishment under which women who are prosecuted for procuring an aborion upon themselves
must have been pregnant in fact, but doctors who perform the abortion can be prosecuted for
merely intending to induce abortion. This produces the possibiiity of a doctor, or cther person,
who administers RU 486/PG to a woman with the intent of intemupting a "supposed” pregnancy,
being found on the illegal side of abortion legisiation, whereas the woman, if never proved to
have been pregnant; would not be.

) Stahrtes Reguirng Proof of Pregnancy

Statutes that require proof of pregnancy are worded in many ways, including "causing an
abortion upon a pregnant woman” (Dominican Republic),2 procuring the "abortion of a pregnant

oman” (Libya),2? causing a "woman with child to miscarry” (Malaysia),3 or simply make the act

MIF 003701



of causing "abostion® llegal. For instance, Argentinean law criminalizes the causing of *abortion®3!
and Mexican law prohibits the performing of "an abortion on a woman.*2 Mexican law is unusual
in one significant respect. Most abortion laws do not define abortion per se, but Mexican law
states that "abortiof is the kiling of the product of conception at any time during pregnancy”.®

The Mexican example ilustrates an uncertainty with respect to biologic fact that is inherent
in many abortion laws. Where there is no legal directive delineating when pregnancy begins, itis
difficult to say with any certainty what acts constitute "abortion.” if Mexican law were to be
interpreted 10 mean that pregnancy begins at implantation and the “killing® of the "product of
conception® after that point is abortion, then the use of RU 486/PG prior to implantation wouid not
be a criminal act. If, however, the Mexican laws is interpreted to mean that pregnancy begins at
conception, then the post-coital use of RU 488/PG is technically abortion, though the proof
requirement that the "etus” either be produced or proved to have existed makes successful - .
prosacution for abortion resulting from RU 4886 near impossible.4+ (Technically, RU 488 is :
recommended for use before a Yetus,” as medically defined, exists at all) Yet, proot of a violation
of the abortion law and the legality of the use of a technique, like RU 486G, are not the same
thing. It is impozant to look at the language of various abortion laws to determine whether the use
of RU 486/PG would be legal.

Discussions of when pregnancy begins tend to wander into efforts to define when life
itself begins. In Honduras a 1983 law states: “Abortion is the interruption of a pregnancy by the
premature and violent expulsion of the product of the gestation or its interuption in the mother's
womb." In 1985 Honduras repealed articles of the Penal Code that had legalized abortion in
the case of rape, in the case where the pregnancy posed & serious threat to the heaith or life of
the women, or where the child would be bom "defective.”3 The reasoning behind the narrowing
of the law wasthataﬁdﬂon was a "flagrant violation" of the principles in the Honduran
Constitution which state that the "unborn shal be considered as bom for al ights accorded within
the limits established by law* and the "right to life Is inviolable.” The interpretation of Honduran
law depends on the definition of pregnancy applied. If the medical definition is used, then RU
486/PG could be legally available for use before implantation was complete; such use would be
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prior to pregnancy. i , however, pregnancy is deemed to begin at conception, RU 486G

would be treated as'an abortifacient (as would, presumably, the 1UD) on the grounds that it

interrupts gestation in the "moﬂwr‘s womb." The use of the language “product of the gestation®

Offers an interesting distinction from the Mexican notion of "product of conception.” Did Honduras
. intend that gestation begins only after implantation?

The laws of some other Latin American jurisdictions are more explicit on this point. For
exampie, the Costa Rica National Population Programme of 1987 guarantees respect for the
family and acknowledges the right to controt fertility through access to birth control. However, it
also states that "[e]very human being has the right to life from the moment of conception. . . .*
Consequently, Costa Rica rejects abortion as a method of birth control within the meaning of its
policy on population growth.3 Though there remains an argumegt that when the conflicting
considerations of a woman's Iife or heaith are threatened by unweanated’pregnancy abortion should
be legaily available notwithstanding the above language, it appears that legal access to RU ,
488/PG in Costa Rica is uniikely.s

Yet, absent positive proot of pregnancy, Latin American jurisprudence indicates that the
crime of abortion has not boen committed. In Argentina, for example, a woman went to her doctor
and, suspecting that she had conceived, sought an abortion. Because she was 100 near in ime
to her LMP, no procedure existed to test her suspicion of conception. The doctor performed a
procedure that resulted in bleeding. They were tried and convicted of criminal abortion.3? On
appeal, however, the court held that the abortion statute had not been violated due to the lack ot
proot of pregnancy, an essential element of the crime. The law, the court said, did not apply to
attempted non-abortions3? As there was no proven pregnancy, there was no abortion. This rule
has been appiied in other Latin American jurisdicions.4 The same jurisprudential approach is
applied in a few francophone countries that follow the basic provision of the French Penal Code
of 1810, which epoke, ke legisiation In Latin American countrles, of *a pregnant woman "8
Absent proof of acl'ual pregnancy there is neither abortion nor attempted abortion.%®

The inability to prove pregnancy with certainty renders abortion statutes that require proot
of pregnancy impossible to apply to the use of RU 486/PG except where the most sophisticated
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pregnancy tests are used. Where, of course, accurate pregnancy tests can detect fertiization
very early, a pos-iuve' resuit would mean that RU 486/PG would be subject to the requirements ot
abortion legislation, if “pregnancy” is legally defined as beginning at the moment of conception or
festiization. If prégnancy legally begins at implantation, however, there would be no need 1o do a
_ *pregnancy” test prior o implantation.
Statutes Requiring Only Intent to Tesminate Pregnancy

Many countries have abortion laws that focus on the intent of the woman and the person
performing the procedure, not whether the woman is in tact "pregnant” within the meaning of the
law. Most of these laws descend from nineteenth-century French and English legistation.¢ % s~

7 Article 317 of the Penal Code of 1810 made it a crime to provoke the abortion of a

*oregnant woman® (d'une femme enceinte) in France. Butin 1639 the law was broadened 10 make
criminal the acts of |

»

any person who causes or attempts to cause an abortion on a
pregnant or W@m regardiess of her '
consent, by means , beverages, prescriptions, :
manipulations, force or by any other means whatsoever. . .. g
(emphasis added)
The law also made it & crime for a woman to induce or attempt to induce her own abortion. The
Decree-law of 1939 expanded the reach of Article 317, making it criminal to employ any means
whatsoever intended to induce an abortion. it was sufficient that a mere "belief" existed that the
woman might be pregnant. For all intents and purposes the pregnancy of the woman was
presumed, so no proot of pregnancy was required. Furthermore, it was unimportant whether an
abortion actually ocourred. The mere gitemot was a criminal act4! Many of the African countries
that were formerty French colonies, as well as others, have retained this restrictive abortion code
introduced by the French.+2 In France, however, the abortion law was liberalized to afiow
abortion in the first timester in 1975.
In the United Kingdom, abortion was liberalized with the passage of the Abortion Act of
1967, which permits abortion on wide health and social grounds. However, save for Barbados,
.Belize, Bermuda, Hong Kong, india, Singapore, the Seychelles, Zambia, Ghana and Zimbabwe,

the new abortion law has not influenced the statutes of former British colonies.« The latter
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continue to adhere to nineteenth-century statutes, many of which are pattemed after the Offences

Against the Person Act of 1861, which is similar In many respects to the restrictive French abortion

law of 1639. The Offences Against the Person Act defined the crime of abortion as “uniawtully

using any instrurent or other means with the intent to procure the miscarriage of any woman,”
 (emphasis added) with no specific exceptions for therapeutic abortion.«4 Additional gloss was

put on the statutory language in colonial settings. For example, section 228 of the Nigerian

Federal Criminal Code reads:

Any person who, with intent 10 procure the miscariage of awoman whether sheisoris
] unlawfully admin to her or causes her 10 take any poison or other
of any kind, or uses any means whatsoaver, is guiity of a felony.4$

(emphasis added)

Simiar statutes are in force in Jamaica, Kenya, Tanzania, Trinidad and Tobago, and many other
former British colonies. -

At first glance, statutes that follow the intent only English or French modeis pose rather
formidablé barriers to the use of RU 486/PG because they forbid medical Intervention regardless
of actuat pregﬁancy. However, criminal Intent requires that the person using the medical
procedure provide the service with the desire that an abortion result.  If the doctor was treating
the woman for other medical reasons, in theory she would not be culpable under the law.

A two-decades old English case involving the use of the IUD may square with the issues
raised by RU 486/PG. (The post-coital insertion of an IUD ostensibly works the same as RU
486/PG —it creates a uterine environment that is inhospitable to implantation.) Sachs L.J.

ted the basic question:
Did the appellant at the time he inserted the [IUD] know or belleve that the patient
was pregnant and accordingly, introduce the instrument with intent to produce a
, or did he, as it was his case for defence, think that she was not
t and introduce it for the purpose of allaying anxieties on her behalf as
regards her future. s

ThewananhquegonhPﬁceappearedtobehmesecondeesterol pregnancy, and Doctor
Price was convicled. (His conviction was overtumed on appeal on an unrelated point.)

However, the question presented raises the possibility that early use of RU 486/PG could be
detrermined to have been taken to allay anxieties on behalf of a woman as regarding her future,
and therefor not to be in contravention of abortion legisiation.4 46

- 10
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Prior to the US Supremie Court decisions legalizing abortion# several state courts had
ruled that one could brove the defendant's state of mind by introducing evidence that the woman
sought a physician for the purpose of abortion, and that even though she was subéequenﬂy
shown not to hai;e"been pregnant, the defendant had performed an act that was designed to

- terminate pregnancy. éuch rulings were simitar to those followed by French courts before
liberalization of abortion law there, where the presumption of pregnancy and a comrelating attempt
to perform an abortion were punishable even though totally ineffective means were used.

The issue of intent Is resolved on the basis ot the facts ot each case. We can speculate
about what woukd happen under these “intent” type statutes if a woman sought medical advice
immediately upon missing her menstrual period and her doctor induced a menses using RU
486/PG. Whether the law has been violated depends on which of four basic situations is found
1o have existed: (1) if at the time that RU 486/PG was administered, the doctor only intended to
medicaly resolve the problem of delayed menses, or some other medical problem, and nctto 3

terminate a pregnancy, then the law has not been violated; (2) If the woman being treated for_‘:a
menstrual delay had i fact conceived and the doctor knew i, whether a violation has occurred
may depend on the defintion of “pregnancy” employed; (3) if the doctor possesses the intent to
abort but does not succeed because there was In fact no pregnancy, such attempted non-
abortion appears to be punishable; and (4) If the womah was indeed pregnant (post-
implantation) and the doctor intended to terminate her pregnancy, then a violation of criminal
abortion law has, barring application of an exception to the abortion law, taken place. Finally, we
note that it has long been an established rule of jurisprudence in Civil Law jurisdictions that a
doctor who knowingly interrupts a pregnancy while providing other treatment is not guilty of
abortion because the intent to abort was lacking.4s
__® Bu488PG and Tradlional Isiamic Law

isiamic countries commonly tend to outiaw abortion under statutes inherited from colonial
systems, like that ot Mauritania, that state "{wjhoever, by means of food, drink, medication, ploy,
violenceoranyomermeansprocuresorﬁestoprowremeamfﬂm of a woman preqnamt of

supposed 10 be preanant, whether of not she has consented thereto, will be punished.

BN
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(emphasis added).4? The Mauritania law also punishes the woman for procuring abortion upon
herself, but the sentence is less harsh.4® No exceptions to this law are stated.

Though abortion faws in the Isiamic countries are generally considered restrictive, the B
orinciples of raditional Mosiem law itselt may have a greater impact on the legal availability of RU
486/PG in some Islamic countries. The traditional Moslem view is that abortion is not a socially
repugnant act untit after "quickening™ takes place. In December 1964, the Grand Mutti of Jordan
stated that It is permissible to take medicine to intemupt a pregnancy so long as the "embryo is
not formed in human shape (a period defined as up to 120 days from the LMP)".4 Islamic law
forbids the killing of the soul, but the traditional position is that the soul Is not created until the fetus
has taken human shape.¢ For instance, Iran has a detatled system for payment of the "diyat’, a
penatty o fine, to the family or individual by a person “for causing miscamiage.” Section 194 ot
the iran Isiamic Penat Code provides:

The diyatfor causing a miscarriage shall be as follows:

1. The diyat for the sperm that has settied in the womb: twenty Dinars.

2. The diyat for a clot (‘alagah) which has formed into blood forty Dinars.

3 The divatfor a shapeless lump (or issue, mudghah) which has formed into flesh:
sixty Dinars.

4 The diyatfor a foetus in a stage when it has formed.into a bone but no flesh has
grown on it eighty Dinars.

5. The diyatfor a foetus whose form of flesh and bones has been complete, but who
has no soul (or Life): one hundred Dinars.

6. Forafoeh:sinwhomsoulisproduced(orwhoisanimate).incaseiﬂsaboy(or
2}3?2523 diyat shall be full, and it it is a girt (or female) its diyat shalil be half of a full

Section 200 of the Penal Code adds: "There shall be no criminal punishment (kaftarah) for a
miscarriage prior to the period the foetus becomes animate. There shall, however, be criminal
penalty as well-as a full diyat subsequent to its becoming animate.50 Under the iranian Penal
Code, then, the concept of ensoulment as described by the Grand Mufti of Jordan is incorporated
into the diyat scheme at the sixth level, where the full diyattor the taking of human life is
available. (Under Iranian law, the penaity for taking the life of a woman is half that for taking the

file of a man.) Similarly, criminal punishment, the more serious penalty, is only exacted after
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ensouiment. _Ensgulmeﬂt is parenthetically defined as life, reflecting the traditional beliet that prior
10 ensoulment there is no human "life." Though it is not all that easy to fit the use of RU 486/PG
neatly into the time frame delineated by the iranian code, it appears that abortion legisiaﬁon inlran
coud tolerate thé U2e of RU 486, albeit with a *fine" for its use.
’ Conclusion

RU 486/PG will not end the abortion debate, vociferous as itis. it does, though, make an
important contribution to reproductive technology. Labelling RU 486 the "death pil threatens to
wnaﬂmewaﬂauﬁtydmlsimeemodMoﬂerssomwmanewmemodfa
managing their reproductive health. The WHO estimates that somewhere between 200,000 and
350,000 women die annually due to complications of iflegal abortion.5t The addition of another
safe, legal, altemative could save many lives. |

On the other hand, promoting widespread access to RU 486/PQ as the answer tothe -
abortion debate might also threaten women's health, Many questions remain as to the safety and
efficacy of RU 486/PG if itis not used with strict adherencs to the French manutacturer's protocgt.
What prospect for access to RU 486/PG exists in countries where sophisticated medical
services, incuding the recommended access 10 a physician, are unavailable? Should RU 4868/PG
be made available without medical supervision? What chance of safeguards can be expected as
long as RU 486/PG remains officially unavailable in most of the world's countries, and it trickies
into the black market? What ot the woman that takes RU 486/PG later in gestation than the
recommended eight week limit? What of the woman (and her fetus) that falls to undergo surgical
abortion in the event that RU 486/PG fails? How does the RU 486 /PG therapy compare with
other earty techniques for interupting pregnancy, like menstrual regulation? These questions lend
themselves not to immediate answer, but to further thought, research and discussion.52  As
access to RU 486/5G expands, as it is bound to do, the necessity for dispassionate education of
health and Ieg‘:;rdessionals as well as the general public, becomes increasingly urgent

Resear&.conﬁnues in the hope of discovering a "one step” process allowing a woman

1o take RU 486 and a time-release dose of prostaglandin together or, similarty, in finding an
effective orally administered prostagiandin. Theoretically, both wouid allow a woman to

13
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administer the regsmen to hefselﬂnthe privacy of her home, then go for a checkup after the
process is complete lmponam issues arise in the context of such a developments, however.
First, though either opﬂon would arguably enhance the accessibility of RU 486/PG for women in
the developing wodd where it is often very difficult to get to a doctor or clinic, the physidian-
_based process used in France ensures, and we would say comectly, that the woman is under
medical supervision when bleeding is expected to be most heavy, when comptications are likely
to present themselves, and whén expert opinion is needed to ascertain that the therapy has
been successiully completed. The second issue arises from the first: Roussel Udlaf will
distribute RU 486 only to countries that are equipped to administer it according to the
manutacturer's protocol, thosa that have iiberal abortion laws like that of France. Inthe
developing world India, Liberia, Turkey and Zambia are fikely candidates. Yet, the reasons a sel-
administered or one-step process would be of particular benefit to women it most developing
countries are precisely the same reasons—iack of medical supervision—-why those countries au
less likely to have legal access to RU 488. !
The introduction of RU 486/PG may precipitate moves to resolve some of the lssues
they raise in refation to abortion legislation. Four basic approaches can be anticipated. First, one
can expect that the major trend will be'to accommodate the technology within the law on abortion
itself. Approximately 63% of the world's population five in countries with relatively fiberal
abortion legisiation. It one were aiming to make RU 486/PG as widely available as possible, the
place to begin would be in these countries. This, in fact, Is the marketing strategy of Roussel
Uciat. In most of these settings, the fact that the law has the capacity to accommodate RU
486/PG will not be as important as the impact of the poliﬂwotaborﬁononmededsionwhemerb
approve lts“us: i
The second:approach is to liberalize the nammow, restrictive abortion statutes in place in
many countries, because, as appealing and practical as it may be to focus on the liberal legal
settings, the real &allenge will be to consider whether to make this technology available in
countries where abortion practice is legally restricted. It is in these countries, most of which are in
the developing world, where the introduction of RU 486G (and other modem methods of
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abortion) could have the Iargest impact on the health of women, as major portions of matemal
mortality there can be traced to the practice of iflegal, unsafe abortion. itis alsoin these countries
where it is least ikely that RU 486/PG can be legally introduced, raising the question of whether it
will be necessary 16 iberalize abortion laws before RU 486/PG can be accommodated. (Most of
the more restrictive laws accept the interruption of pregnancy for a namow set of reasons, usually
including threat to the fife of the mother or pregnancy resulting from rape of incest. The possibility
exists that RU 486/PG could be allowed for use as an abortifacient in these narrow instances.)
Reform jg one way to ensure that the law will be receptive to RU 486/PG but, as we have
shown, a liberatized abortion law is no guarantee that RU 486/PG will be made available. Most
countries with restrictive abortion laws—many of which are in Latin America and Africa-- have
steadtastly refused to seriously discuss the iberalization of those laws (though the advent of RU
486/PG may provide impetus for renewed discussion about the need for reform). And, if one is
thinking of expediency, legal reform is the long way around despite the large number of counnies
that have Hiberafized their abortion laws in the last 20 years. So, legal reform itself is a tactic thqt
is unlikely to produce much immediate resuit )

That brings us to the third approach. As we have shown, because of the ambiguous
language employed in many abortion statutes, often coupled with rather stringent proot
requirements (particutarly in many Latin American countries) the use of RU 486/PG prior 10
implantation would arguably not be abortion under many restrictive abortion laws. This
approach, as appealing as i might be, is a very tedmim! legal, one, and therefore may also
have fimited application. it may, however, create some space for the use of RU 486/PG just as it
has for meqstmal reguiation in some jurisdictions.

Fourth, some countries have expiicitty defined the IUD as a contraceptive, thereby
exempting it from atfortion laws. Because RU 486PG s, like the 1UD, designed for very early
use, it 100 could be treated as a contraceptive and be exempted from abortion law. Yetdue to the
French initiative, questions about the abortifacient properties of RU 486/PG are likely to linger.
Sti}t, the Bangladesh experience shows thateven a country with restrictive abortion laws can
accommodate methods of menstrual regulation without confronting the penal law on abortion.s3 In
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Bangladesh _menstmal regulation is part of the national family planning program and is widely
avaiable at heatth fac:ﬁﬁe& There "menstrual regulation is now recognized as an interim method
of establishing non-preanancy for the woman who Is at risk of being pregnant Whether or not
she is in fact pregnam is no longer an Issue® according 1o the legal opinion that authorized the use
ot menstrual regulation.$ Were this approach more widely adopted, RU 486/PG could be
accommodated without resort to legal reform. However, authorities in Bangladesh have
apparently begun to weigh whether RU 488/PG can be made available under the menstrual
reguiation rubric, and seem to be leaning toward disallowing the procedure because of "limited
health service capacities, strong personal, social and cultural taboos associated with bleeding
pattems, and the several clinic visits required” by the RU 486/PG regimen. 55
Finally, the Bangladesh example ilustrates a long nagging issue of reproductive
jurisprudence which arises yet again in the context of RU 486/PG: Should the law be called upon
1o weigh in with criminal sanctions in areas of fine medical distinction so well iflustrated by the ,
physiology of the reproductive process? We believe the answer Is "no” for several reasons;-
First, issues of reproductive health are a compiicated mix of medical, cultural, social and pefsond~
elements, and simply do not lend themselves to the relatively rigid framework of criminal law.
Second, as the legislative examples cited throughout this article show, the criminal law is il
equipped 10 keep pace with an ever evolving field of medicine such as fertitity control. Finally,
and perhaps of the greatest importance, the intent of criminalizing certain fertiity control measures
has never been realized. As the experience of Braz:l and other countries with restrictive abortion
laws ilustrate, abortion rates are virtually unaffected (and may even go up) in jurisdictions where
abortion is criminalized. There is, however, a very positive role for the law to play in the area of
fertility cmt?orteémology regulation, In this arena the law can and must lead the way toward
ensuring the safety;zind efficacy of festility control technologies as they are developed and
introduced. As the exampie of RU 486/°G reveals, those technologies that hold the greatest
hope of advancing women's ability to control their fertility in a safe and effective manner require
particularly close supervision and reguiation. '
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art. 261); Haiti (Penal Code art. 262); Nicaragua (Penal Code art. 400); Philippines (Penal
Code art. 126): Portugal (Penal Code art. 356); and Taiwan (Penal Code art. 288).

Penal Code art. 392.

Penal Code art. 312 See also Penal Code of Pakistan sec. 312.

Penal Code art. 85.

Penal Code art. 330.

Houduras, Decree No. 144-83, 26 Sept. 1983. (La Gaceta. No. 24.264, 12 March 1984)
Reprinted in Ann. Rev. Pop. Law; 1989: 13(App. 240): 338.
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Decree No. 13-85. 25 Feb. 198S. (La Gacera, Diaro Oficial de la Republica de Honduras,
No. 24.564, 8 March 198S at 2. Reprinted in Ann. Rev. Pop. Law; 1988: 12: 35..

The Costa Rican National Population Programme, printed by the Costa Rican Ministry of
National Planning and Economic Policy, Programa Nacional de Poplacion. 1981.
Reprinted in Ann. Rev. Pop. Law: 1990; 14(app. 100): 262-63.

Similarly, the Constitution of Ecuador declares in Article 25: "The child will be protected
from conception.” Ecuador, however. also guarantees constitutional support for the family
(Art. 22) and guarantees to all individuals the rights enunciated in all other laws, national
and interoational (Article 44). The argument persists, therefore, that when the protection of
the child from conception is balanced against the life or health of the mother, protection of
the fetus might gve way. Such nicetics of argument. however, probably have little effect
o the future of RU 486 in these jurisdictions unless pregnancy is deemed to begin after
implantation, an argument harder to make when protection is stated as begioning at
conception.

Case of F.C., 79 La Ley 30 (C.A.N.P., July 4, 1955)

These include the Congo, Ivory Coast, Haiti, Chad and Mali. InMaliitisacrimeto

"emfloy any means or substance for the purpose of provoking the premature expulsion of
the foctus” o.;loa woman who is "pregnant” at the "moment expulsion takes place." Penal.
Code, art. 170. L4

Cour de Cassation Francoise, Cass. Crim., 6 January 1859 D, 1859.1336. SeealsoF. --
Dekeswer-Defossez, *Avortement-interruption voluntaire de grossesse,” [ 1986] Dalluz
enal, paragraph 111. Laws in some francophone countries, primarily those which follow
the Belgian law, make no mention of pre but, as one commentator says, they will
implicitly "suppose that the woman on which abortion is practiced is pregnant.” O.
Mineur, Commentaire du Code penal congolais, Bruxclies, 1947, at 3. Zaire is one of
these. The use of means that have no possibility of inducing an abortion are not punishable
in francopbone countries which bave maintained the law framed solely around language of

the 1810 Penal Code. Knoppers BM, Brandt, [.: La Loi et L'Avortement dans jes Pays
Francophone, Montreal, Les Edition Thenmis, at 82-83.

Article 84 of Decree Law of July 29, 1939 relating to the family and fertility. (D.P.
1939.4369) Translation made from the Dalloz edition of the French Penal Code. Code
Pcnal (62en. Petita Code Dallos, 1985).

Coufde Clssation Francaise, Cass. Crim., 8 July 1943, D. 19443 and S.1944.1.37,38
(note J. Brauchot).

The followiu’g countries use the language "la femme enciente ou supposee enciente:” the
Comoro Islands, Gabon, Guines, Lebanon, Luxembourg, Madagascar, Morocco,
Mauritania, Niger, Rwanda, Senegal and Syria.

Cook RJ, Dickens BM: Emergi&g issues in commonweaith abortion laws. Loadoa:
Commonweaith Secretariat (1982)

The no-exception aspect of the Offences Against the Person Act as softened in England
formed the foundation upon which rests the generally accepted legality of the defense of
therapeutic abortion in the United Kingdom, and hence in former British colonies. R.v.
Edgal, (1948) 4 W.A.C.A. 133 (Nigeria), citing Bourne (1939) K. B. 687; (1938) 3 All
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ER. 615. The precedent is followed to a lesser exteat in Britain's former colonies,
however. .

The Criminal Code Act, Act. no. 15 of 1916, as amended in 1964.

R. v. Price, (1969) 1 Q.B. 544 (1968) 2 All E.R. 283 (C.A.).

Roe v. Wade, 410 U.S. 113 (1973); Doe v. Bolion, 410 U.S. 170 (1973).
Courde Cas;ation Francaise, Cass, 27 June 1806 (Napoieonic Code, Article 2).

Code Penal (Ordinance No. 8-162) 9 July 1983 (Joumal Officie] de 1a Republique
mi e itanie. Nos. 608-609, 29 Feb. 19844 at 112.) Reprinted in Ann. Rev.
Pop. Law; jupe 1988; 12(app. 240):317.

Islamic Penal Code, Diyat Section. 15 Dec. 1982. (Official Gazette, no. 11030, 1 Dec.
1982. Translated in Islamic Penal Code of Iran, Islamabad, Pakistan, Iran Pakistan
Institute of Persian Studies (1986).

Mahler, H. 1987: The safe motherhood initiative: a call to action! Lancet i: 668.; Royston,
(E; Armstrong, S. eds. preventing maternal deaths Geneva: World Health Organization
1987). ,

For a provocative critique of RU 486/PG and some of these unanswered questions, see *
Raymond JG, Klein, R., Dumble, LJ: RU 486 - misconceptions, myths and morals.  :
Cambridge: Institute on Women and Technology (1991). -

'

Dixon-Mueller, R: Innovations in reproductive health care: Menstrual regulation policies
and programs in Bangladesh. Studies in Family Planning, 1988; 19(3):129-140.

Tietze, C, Henshaw, SK: Induced abortion: a world review. 6th ed. New York: Alan
Gutmacher Institute (1986) at 14.

Abortion Research Notes Dec. 1991 20 (3-4):2
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David A. Kessler, M.D., Ph.D. i a
Commissioner, Food and Drug Administration b 4 S |

5600 Pishers Lane
Rockville, MD 20857

Dear Dr. Kessler,

We staunchly defend the Import Alert for RU-486 currenfly on
aﬁpeal from the i1ll-conceived and illogical District Court order
that RU-486 must be released to Ms. Leona Benten. .

4
In his ruling, Federal District Court Judge Charles P. .
Sifton contends that the RU-486 was seized illegally from Ms. K
Benten because the FDA issued its Import Alert for RU-486 but did"
notiprovide for published notice and comment in the Federal
Register.

But, if the FDA does not have the authority to issue an
Import Alert unless there is a gublished notice and comment (or
an FDA statement accompanying the alert saying why notice is not
needed), the RU-486 pills stle should not be released because
Federal law states at 21 USC 381 (A)(3) that no new unapproved
drug may be imported into the United States.

The FDA has issued many Import Alert orders without public
notice and comment (including the original Personal Importation
Policy). If public notice and comment must precede the Eublishing
of Import Alerts, how will the FDA be able to protect the
American?gpblic from dangerous foods and drugs imported from
overseas? — *

In order to grocurc their novel, chemical abortions, Judge
Sifton, the Abertion Rights Mobilization and the Center for
Reproductive lLaw and Policy appear to have no problem with vir-
tually abolishing the present abilitx of the FDA to protect the
American public from importation of harmful foods and drugs.

“Before | formed you in the womb | knew you...”~Jeremiah 1:5

Al
Qifts are totally tax-deductible 9”2575n6510
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Commissioner David Kessler
Page #2 :

Will the FDA be forced to reissue all of its Import Alerts
on harmful foods and drugs since the initiation of the Personal
Import Policy, or perhaps even before? A very real danger exists
that unless you defend the PDA‘’s RU-486 ban, some women will seek
to obtain RU~486 through the mail with frightful medical and

"moral consequences.

Judge Sifton’s peculiar order rogresents a real threat to
the health and well-being of all Americans.

.) Judie Brown, President
rican Life Loague

APPEARS THIS WAY
ON ORIGINAL
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RIGHT TO LIFE :=502mm o rinomusiia
commiice, inc.

To: Interested Parties

From: Doug'hs- Johnson, NRLC Legislative Director
(202) 626-8820, fax (202) 347-3668

‘Re s ABC News rt on Administration
: mtion on RU :go

Breast Cancer Research
Date: October 8, 1992

ABC JENS QLATH

The Oct. 8 edition of the New England Journal of Medicime contains a report
08 a study that purports to show that the French abortion pill, RU 486, has
been proven useful as 3 ‘morning-after |1:ﬂl.' The same fssue contained an -
editorial b,r Dr. David Grins..' criticizing the Bush Administration fgr not
creating a "receptive climate” for RU 486 to be marketed in the U.S.

The October 7 ABC Evening News carried a report on the article by ABC News .
wedical :orrespondcnt Or. Timothy Johnson, who concluded with this :
statenent:

The Bush Administration has been openly hostile to further research
with RU 486, even for non-reproductive uses, such as breast cancer
{reatmeni. But Dr. Grimes and othar experts say that a new
Adainistration, and a ne:agolftical clinate, could open the doors
previously closed to RU in this country. [emphasis added]

There is Wﬁ_&m for Johnson's statement that the Bush
Administration s hostile to research on RU 486 for purposes unrelated to
reproduction, such as breast cancer.

Husan studies on unapproved drugs are the provines of the FOA, which
receives applications for "Investigatory Mew Drug® pernits and grants those
cniﬂiutions that meet statutory standards for safo:z; There is no
evidence, or even an allegation as far as we know, that the FDA has

di ved gny-research amlicaﬁonl on RY 486. In a May 15, 1991 wnemo,
the FOA's Director of the Division of Metabolisw and Endocrine Drug Products
stated, "This Divisjon currently has 10 ‘active’ IND's for RU 486.

—— TE_N.1.M, POSITION

Moreover, the National Institutes of Health has itself conducted studies on
RV 486 for purposes other than abortion. In an appearance before the
Subcoumittee on Health and the Emvironsent of the House Comxittee on Energy
and Comserce, on April 15, 1991, N.1.H. Birector Dr. Bernadine Healy

testified:
{continued)

J20702¢
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ABC NEWS FALSE REPORT ON ADMINISTRATION STANCE ON BREAST CANCER RESEARC". PAGE 2

It is l{h:udonundi that KIH has complete freedom to do research on
RU 486-that does not involve its use as an abortifacient. And in fact,
sous of the research is extresely promising. For example, RU 486 in a
low dose has been treating endometriosis, which in fact is a cause of
infertil{ty in in many women, such as women who delay childbhearing.

Its use in endomstrial cancer. Its use in certain hormonal problems,
such as Cushing's disease. NIH has not banned, or 1s It restricted,
from pursuing this iavestigation. [emphasis added)

JHE F.0.A, “TWPORT ALERT® AND THE A.M.A. POSITION
If challenged, ABC News lgggcito as evidance of Adsinistration *hostility"
to RU 486 ressarch, the 1 FOA action placing the drug on the 'ing:n
alert® Tist. Congressman Wyden and other R:O-F;Ab"ﬂm polemicists have

persuaded some careless journalists that t 's *{mport alert® on RY 486"
prevents researchers from obtaining the drug.

There is no factual basis for this claim. The "import alert® merely advises
customs :2: ts to prevent private citizens-- not researchers-- from bringing
RU 486 into the country for *persomnal use." Jhe “import 2 ® in no we

0 _researchers who h : fron the FDA

The Awericas Medical Associatiom, which supports the testing of RU 485 for .

*
abortion and for other . 2150 strongly supports the FOA "import
alert." The AMA testif!ed in support of the import alert at a 1990 hearing :
chaired by Rep. Wyden: B

Rumors exist that the FDA, due to political pressure, is standing in
the way of research on RU 485. We do not believe this to be troe.- On
the contrary, it is the FDA's responsibflity to ban s drug that has not
met legal and regulatory requirements for importation into the United
States... From our understanding of the current situation, tae FOA has
acted responsibly in issuing import restrictions for RU 486.

TUE_POLICY OF ROUSSEL UCLAF

éom Rro-lbortion scurces have alleged that the manufacturer of RU 486, the

company Roussel Uclaf, refuses to make the drug available to
researchers in the U.S. bacause of the “hostility" of the Bush
AMMstrat_igg:_ This claim, too, is a distortion.

Because of pro-life strength in the U.S., including a pro-1ife President,
Roussel Uclaf choosgs not to sake the drug available im the U.S. q:,
which is a prudent corporate decision, in view of the

t ycotts by religious and pro-life groups representing
mnillions of citizens.

However, the National Right to Life Comeittee has consistently stated that
it is opposed to research on RU 486 for purposes unrelatad to abortion,
such as breast cancer. We are aware of no other pro-life group that has
expressed opposition to RU 486 research unrelated to abortion.

(continued)
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ABC NEWS FALSE REPORT ON ADMINISTRATION STANCE ON BREAST CANCER RESEARCH, PAGE 3

Roussel's director of clinical research, Dr. Andre Ulmann, dentes that the —
mﬁ.had interrupted any U.S. non-abortion research because of the import

ban, said that Roussel does not approve all “individual demands made by
doctors who mgond to do trials,” but does grov'ldc the drug for studies
_{m}vin what 1t regards as suitable protocols (Le Figaro, November 28,

Roussel's international marketing director, Ariel Mouttet, safd in Nature
{Rov. 29, 1990), "so long as the protocol appears interesting to our
s::cgtiﬂg comittee and fits into with our own developments, we will supply
the drug.

At the December 6, 1991 "Antiprogestin Drugs® conference, Dr. Ulmann
reiterated Roussel's policy:

We are funding, or we are providing, investigators with RU 486 for
various indications, which include meningioma, Cushing's Syndrome,
endowetriosis, some physiolomal studies. So we have a lot of studies

for which efther we provide drug, or we provide funding. So It 7s ' »
rot wise to say that we do not do studies In the United States. It Is >

not true. [ewphasis added] '

In December, 1991, Roussel decided to begin clinical studies on RU 486 as a
treatment in Canada. In a December 10, 1991 Washington Post
cle, Ariel Mouttet, Roussel Uclaf's director of marketing for hormonal
s, stated that "the decision to work with the National Cancer Institute
of Canada, rather than with an American institution, had ‘*nothing to do with
the abortion issve,'®

1 pr. Grimes was connectad with the abortfon surveillance office at the
Centers for Disease Control during the 19805, He left under pressure,
related in part to the revalation that he was (as Dr. C. Everstt Koop put
1t) "moonlighting® doing late-term abortions at an Atlanta abortion clindc.

2 “RE Ry 486,° Statement of the American Medfcal Association to the
ighg:nittqeﬁol Rgguhtion. House Commfittes on Small Business, November 19,

4 HItH

——
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Statement
- of the
American Medical Association

to the
Sebcommittee on Regulation, Business Opportunities, and Energy
Committee on Small Business
U.S. House of Representatives

Presented by:
P. John Seward, M.D.

RE: RU48S .

November 19, 1990

Amsrican Madical Associacion
13 W, Scacte Street
Chicage, Tllinots 60610

Depsrtment of Federal Legislacion
Division of Lagislacive Activicies
(312) 464=4778
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- © STATBENT
' of the
L AMERICAN MEDICAL ASSOCIATION
to the
Subcommittee on Regulatios, Business Opportunities, ano Energy
Committea on Seall Business
U.S. House of Representatives
e. Jm%ﬁri.o.
RE: RU 486

Novesber 19, 1990 -,

Mr. Chairman and Mesbers of ths Subcommittss:

My oame is P. John Seward, N.D., and | as & physician ia fasily
practice in Rockford, [llincis. I also am a wesber of the Board of
Trustees of the Amgrican Medicsl Auochﬂou, Accompanying me is Dave
Heidorn of the Asscciation's Division of Legislastive Activities. The AMA
appreciates this opportunity to appear todsy to discuss the issue of RU
436 availability in the United States.

In the Subcommittes's letter of invitation to appear, you asked that
the AMA respond to a nusber of special questioas regarding the drug. In
sddressing t!mo hqnlriu. I waat there to be 3 clesr underytanding of

Aﬂ[g;pltty regardiag RU 486 and vhat we believe to be the current
fegal stytua of that drug withio the United States.

At iu June 1990 sseting, the AMA's House of Delegates adopted che
following rnolut.iux

RESOLVED, That the American Madics] Association support the legal

availability of BU 486 for mmrhu research and, if indicated,
eliaicsl practics.

R=95% 10-08~92 11:38AM POOT #04
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The reason th;_t the Association took this position was our very real
concern thft"polltlc: or ideology could interfere with a well
established, leg;l decision-saking process that is and gust alvays be
based on good science aad proper medical practice, aothing more.

" As you well know, 486, or sifepristone. which is a steroidal
agent being used a2 an oarly abortifscient In sose countries, has raised

deep feslings among both the proponents sad opponeats .ot abortion and ke
prospective use of RU 436 in the United States. [t is the AMA's position

that any governmental decision regarding this drug, as with all other
drugs, must not be influenced by political debstes or social issues such

L AU

as this one. This sust not be taken to sean that the AMA supports the

widespread availability of RU 486. Wg ¢o not belleve that there has bees

gdeguate resexrch to establish that this drug is a safe and effective
therapeutic wodality, Ia faet, the central difficulty in evaluating this

drug i3 that no research is bsing conducted in the United States to
detergiae whether RU 486 has a role in sedical practice, and the reason

.-

no research is going forward is its sanufacturer’s decision not to pursue
clinical testing of the drug here.

As we understand tlu. current situation, oo Iavestigations! New Orug
(IND) ﬁlﬁl‘im (the legal precondition for s drug to be transported
ia interstate osmueroe for the purpose of clinical research) sither are
pending oF v been spproved by the Food and Drug Adwinistration (FDA)
fm: R 486. Since the Federsl Food, Drug and Cosmetic Act requires that
s drug be proven safe and effective for its intended purpose through well
cantrolled cliaical imtluzim. thers is oo basis for approval of s
New Deug Application to sllow the drug to be marketed. Therefors, no

R=gSX . 10-08-92 11:38AM POOG #04
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legal basis exists fqr this drug to be used in the United States for
research or_in marketing.

The only ocher basis for allowing importation of RU 486 would be :’or'

individusl culbnsimu use. er, it is the AMA's understanding

$ & severs risk to patients ualess the dru

sdministered as part of & cosplete treatment plan under the supervision

of a icisn. During an appropriste course of trestment with the drus.

it is common that three or four visits to s physician sre aecessary to

aveid hemorrhaging and to ensure that & complets abortion has taken
place. [t also must be takea vith & prostaglandin to increase the

"
"

probability that a complets abortiom occurs. Clesely, the importation of ’

RU 486 for persons] compsssicnate use would not be sedically desirable

gives siternative avaiiable cire methodologies.

These difficultlies do not asan that research on RU 486 should not be
conducted. Oa the contrary, we believe that if this drug can be shown to
be 3 safe and effective medical trestweat, it should be availsble for the

appropriate care and treatment of patients. There has been some
published conjecture that RU 486 may be an effective treatsenat for other
indications besides its use as 2 emu:a'ceptln or abortifacient,
including- treatnent of breast cancer, gynecological salignancies,
glaucons, ldn}_i,llty. and labor induction. While we do not believe this
mwm substantiated tests of the drug, WU 436's

: .ggg'ueamn to these conditions is certaialy possidble, although sdequate
drugs for these conditiocns alresdy exist. It asy ¢ven be possible that
this drug is useful in treatments about vhich we have no currest
knowledgs. No one, at this tise, can sey.

R=-95X% 10-08-92 11:38AX POO9 #04
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The only way to sske these determinstions and to establish the |
safety and efficacy of RU 486, as al! other drugs. is to conduct the
necessary research and clinical trisls required by the FUA to market
drugs in che United States. This is a highly effective process
established to protect the health, safety, and welfare of the American
pecple. For the same ressons drugs proven to be u!o.md effective
should not be kept out of the United States for palitical reasons, so
also should the high standards we have for drugs not be coatravened for
political purposes.

Rumors exist that the FDA, due to political pressure, is standing in

R

the way of resescch on QU 486. Ve do not believe this to be trve. On- s

the coatrary, it is the FDA's respousidility to ban s drug that has nor

sst legal and regulatory requirements for isportation into the United

States. Because RU 486 has not met these requiresents, the FDA complied
with its charge and acted well within Its authority in issuing l1s June
9, 1989, sutomatic detention import slert concerning the drug.

As we understand the situstion, the sctual ispediment to research on
RU 436 is the masufactersr's unwillingness to sske the drug available in
the United States. Without the drug, it is impossible to apply for an
IND. . The mmnofscturer is uporudly' vawilling to allow clinical testing
in the United States becsuss of its coocerns over the political
mzmnrlh': hss followed this drug and is sere to iatensify if
u;mch begins in this country. While the Freach government cospelled
the French sasufacsurer to sake the drug svailsble im thst country, ve do
oot believe that this is a probles that can be easily addressed under our

current law.

R=-95% 10-08-92 11:38AM PO10 %04
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Conclusion -

The AMA stands by the FDA's appropriate application of i3 legal
rasponsibilities is protecting. the health aad vell being of the Aserican
people from unsafe drugs. From our understanding of the current
situation, the FDA has acted respoasidly In issuing import restrictions
for RU 486. At the 3amo tize, we would expect that, if an acceptable IND
is submictted, the IND would be approved and importstion sllowed. We hope
that the drug can be mada available and research ovﬁtually can be
conducted in this country to determine if the drug is safe and effective

for its known uses and shether its use may de appropriste for other

0

sedical trestsents. [t is our primsry concern that patients have every
opportunity to receive the best possible sedical trestsent. When
possible resesrch into drug tnerapies does uoi occur, for whatever
resson, the likelirood that the best possidle care will not someday be
available is greatly inenaud: |

Frankly, we have 50 anywer for this Subcommittee on how to ensure
that all appropriste resesrch occurs. Under our current systes. vhich is
the world's standard for the development of drugs. the sanufscturer is
vell withis its rights te hold the drug from distridbution. We can only
hope that the p_olitieal ¢limate will sosshow pot iafluence any future
considetation D the imtroduction of XY 486 into the United States.

4239s
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Jo: Interestead Partiss

Froms m«zﬂgm Johnson, MRLC Legislative Director
{202) 626-8820, fax (202) 347-3668

Re: New claims by Rep. Wyden regarding d
wnsimmtiou disinterest in breast cancer research
on

Dates October 8, 1992, 1 p.m.

This is a followmsp to the memo I faxed around this morning regarding the
Oct. 7 ABC News report on RU 486,

I faxiaﬂ herewith a press release put out today by Congressman Wyden, who .
claims to have a communication from Roussel Uclaf statinq that Roussel >
offered the National Cancer Instituts the first opportun t{ to do a big ¥
Tttt e e s o ey Sty ke by

) avo n 5SS o study s en was en on -
the lationzl Cancer Institute odemada. & subsequ y Y

¥We have no knowledge of whether the U.S. National Cancer lastitute in fact
turned down the study, or if so, why, However, as noted in my earlier memo,
there is nothing in NIH policy or other Administration policy to discourage
pursuit of such a study. :

Also, Roussel said in December, 1091, that "the decision to work with the
National Cancer Institute of Canada, rather than with an Aserican
institution, had 'nothing to do with the abortfon issue'." (December 10,
1991, Washington Post.

tHiHH
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News From
Congressman

YOR IMMEDIATE RELPASY CONTACT: WENDY MORWITSZ
OCTOBXR 8, 1993 - L, (302)235-4811
. CAMP

(202) 225-4433

WIDEN, SCHROEDER SAY NXW DOCUMENTS SHOW MIXN TURNRD DOWN
OPPORTUNITY TO TsT B 480 TO PIGHT BREAST CANCER

LEGISLATORS, INTRODUCE BILL TO rOoRCc: éoumumam KESEARCH AND :
TESTING OF CONTROVERSIAL YRENCH DRUG .

' WASHINGTON, D.C. -~ Oregen Congresaman Ron Wyden and Colorado '
-Congressvoman Patricia Schreeder today said thog bave obtained
documents showing the National Institutes of Naalt denied 3 wajor
breasat cancer resssrch trial u:.:‘g RU 486, dven though agengy
In addition, Wyden and Bohrosdes salg tic “"‘*”"?’2:’2&“:’“'2‘

n on, on e uey's cla at u.§.
reseaarciers ars disinterasted in this druq'?;o?nptiu for righting

The tvo members of Congress said the major resecarch trial vant
to Canada instead of Ouy National Cancer Imatitute (NCX) even
though the French manufactyper aof RU 486, Reussel Yolaf, offered
the Institute the oprovtunity tor the rassarch trial,

: In 3 January 10, 1992 letter from Or. Bdouard gakis of Roussel
Uclag to Dr. 2.R, Drew of Hoechet Celaneso Corporation, 8axis sgid
"Roussel Uclaf contacted the FCI-vith the project to make a atudy
on bresast cancer, The American NCI hav l‘? other promising
Sampounds to ba tested did not want t6 be imme lately involved in
this stuay.® “Subsaquently, the bieast cancey trial vent to Canada,

At about the sames ‘time sccording to NCI documants, feders)
researchars stated, "th«rotf.uny, progasterone-reaceptor positive -
breast cancer _sbou{d respond %o ‘an antiprogestin,“ the KU 488
category of drugs. “rhig congept, * salid the researchexs, “has been
lupgetod by limited clinieal trials, and 43 cutrrently being tested
in larger trials.» .

. In addition, NCI officisls have said that cancer yesearchers
have shown 1little interest in Uslng the drug in tests te fight
breast cancer, Spacizically, in the Septembey ¢, 2993 edition of

Dr. Michasl Priedman, Director of the Division
of Cancer Treatments Therapy Program at YOI said, "We have not
received Ballings from our grantees on AU 484 in hyeast cancer.
The investigative coumunity on their own hae not put in any
Yegquedts for tvriale,®

10-08-92 D1:32PM PQO3 #07
R=98%
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84, -however, tnat i1n communications wish hig
Subocumittee op ifequl.ution and Business Opportun ties, ressarch
intarest had been demonstrated by olinicians at the Memorial sican
Xattering Cancey Canter in New York, eng lenbardl cancer center in
*l-hinqtonhg&c‘i and the Virginia Copmenwvealth Madical seheool in

In -gworn. taéhlmny befoze the -Subcommitten, pp. Willian
Regelsan' of the Nedical college of Vizginia said thae an exrly,
linit:r..! trial vich breast €ancer patients in rrance Yielded rsal

"There vag sigaigicant clinical responss in this population
of advanced braast cancer patients,.,We naed to find thz ::ans o?
gatting thig drug out into tha alinioc for test +* 8214 Reqelson,

In the face of continy ¥sluctance by the NIN to thereu hl
test the drug, WNyden and Lrg:modu' uidy they arxe ':orccdq tg
conclude that the oily vay te break the fouelcal logjan ia through
legislation wniah Iequires ghesa trialg. 12 :
introduced lagislation o Menday ndating ‘conpreiensive testing by °
the Yederal gevarnment of antieprogestin drugs including Ro 486, .

Tha bill, u.%. 6178, Tequires the Department of Healeh xad
Ruman Sexvicas to obtain RU 486, evaluste it for its safety and
effactiveness ipn Jovermuentegponsared Clinical tyiels as bhoth an
abortifacient and for tzreating other 1llnesses and conditiang,

Under tha isgiglation, resuits ©f these tasts woyld have ¢o

reported publiic} ANMUally, These tests &re aspecially impertant
9iven theé new av dence raported in this wveek's l%_lmlmjgaml

cating a recent study in scotla fhowing that Rp
486 to have considerabiq Promise as a YBorning after® pill.

i
to keep the ahortion-induaing drug out of the United States. The
hearings found tnat in substantial Olinigal use {n Zurope, RU ¢s6
Vas a safe and effective 8lternative to murgical abortion,
the drug shovs Tonise 8¢ 'a trestment for a

dftienl xanging frog drain

cancer to sndonetriosis. U.s. sclantists, however, have complained
that the Administration's anti-abortion stance affectivaly hae
dried up opportunities gor researal i{n the Unlted States using the

ah October 3, 1992 letter to Wyden, py.. Bruca A. Chadner,
Director of Cancer Tresatment at yoy contended that small foreign
ressarch trials using RU 43¢ aqalmt breast cancer had shown
limited gunt.lll. Chabner alge said enat Roussel Uclag had been
‘&R October 19th NIR neeting to discuss R ¢ae in breast

8, ’ '

¢t 1 ¥
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e - - DU PAGE SENIOR CITIZENS COUNCIL

1 S 132 Summit Avenue, Suite #202 - Oakbrook Terrace, llinois 80181-3940 - (708) 620-0804

- . T
ao——tnl
ra——
=

November 4, 1992

Dr. David Késsler, Director
Federal Drug Administration
5600 Fishers Lane
Rockville, Maryland 20857

Ra: Research and testing of RU486.

e
Dear Dr. Kessler:
The DuPage Senior Citizens Council supports efforts to
ensure medical research and testing for use of RU486 on
breast cancer and diseases relating to aging.
We are aware that lab studies show it affects several

diseases, breast cancer, endometrioses, prostate cancer,
brain tumors, hypertension, and alzheimers to name a few. .

CWapg e |

Its anti-cortizone property is beneficial to patients with
Cushings Diseese and brain tumor.

This drug could ultimately be very beneficial to senior
citizens in improving quality of life, and lengthening
lifae.

It is essential that a climate of acceptance be achieved
for increased research, testing, and ultimately
availability and use of this life enhancing and life
saving drug.

The Import.Alert ban imposed on RU486 in 1989 by the Food
and Drug Administration has had the effact of bringing
research to a.neax stand still. Senate Bill 2268 and HR
875 are bills which would 1ift the ban. Please support
improving thg Ppmrtunities for research and testing.

Sincereiy;
y

% V'A..%Au\: T
Joén Taylor
Executive Director

") 1y

TR

The same laetter was sent to Senator Paul Simon, and
Congressmen Dennis Hastert, Henry Hyde and Harris Fawell
of Illinois. )

r, .

75

920751
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HARVARD UNIVERSITY

ALAN A. STONE. M.G_ "

PROFESSOR OF LAW AND PSYCHIATARY
N THE FACULTY OF LAW ANOD
THE FACULTY OF MEDICINE =«
. .
‘

LANGDELL MaLL
HARVARD LAW SCMOOL
CAMBRIDGE, MAaSS. 03138
617 4935.3124

- -

Novembaer 6, 1992

Dr. David Kessler

Commissioner, Food & Drug Administration
5600 Fisher's Lane
Room 2 .
Rockville, MD

]

Dear David:

My research assistant, ;, is writing her
third-year paper (a requirement at Harvard akin to a thesis)
on the legal issues surrounding the antiprogestin RV-486.
Spaecifically, she is looking at the drug approval process
and the restrictions on importation of unapproved drugs as
they relate to this drug.

;' "v:\'va"r. v !

I would apprecia’e your sending me any materials that
would help her in her research, including position-
statements by FDA on RV-486, briefs from the Benten case,
and any other articles of interest.

Thanks for your halp.

Sincerely,

Sl . Alan A. Stone, M.D.

O/i_?;w&‘:w 2 &(Y‘;Qéd

9207617

|'J
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: ? DEPARTMENT OF HEALTH & HUMAN SERVICESKQ m Public Heaith Service
) ‘an

Food and Drug Administration
- ) Rockville MD 20857

Januarxy 21, 1993

Alan A. Stone, M.D.
Harvard University
Langdell Hall
Harvard Law School
Cambridge, MA 02138

Dear Alan:

Thank you for your letter of November 6, 1952, your note of
support, and your follow-up note of January 6. Please excuge the
long delay in responding. '

I am enclosing materials that discusg the drug approval process

and the RU-486 import restrictions. I am also enclosing copies;

of the court memoranda and related documents. Thesge materials : -
should be helpful to your research aggsistant, —— B N

' 2 2
It was good hearing from you, Alan. Very best wishes for the new

year,
Sincerely yours,
avid a xghr, M.D} ‘9
- Commissioner of Food and Drugs
Enclosures '

PS

\\&\\%

SIS
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* *
American Jewish Congress
A l CO ng eSS Stephen Wise Congress House
. R — . 18 East 34th Street

. New York, NY 10028-0458
L4 212 260 1560 * Fax 212 249 3672

T e

» N >"
- . : . HE DR

@ Commission for Women's Equality @
— Ann F. Lewis, Chair
5y Hanita Blumfield, Director

December 8, 1992

Commissioner David Kessler

United States Food and Drug Administration
5600 Fishers Lane, Room 1471 .
Rockville, MD 20857

Dear Commissioner Kessler;

Enclosed are petitions gathered across the country by members of
the Commission for Women’s Equality of American Jewish Congressg.
In August I sent you a number of petitions. Our members teél
strongly about this issue and have continued to circulate ti
petitions. The over 300 new signatories urge you, as I do, -
test RU 486 in the United States to see if it is safe for
widespread use. As you know, RU 486 is not only beneficial as a
non-surgical alternative to abortion but may also have benefits for
curing breast cancer and other types of diseasas. How can you deny
women the best health care available to them?

eb

Although President-elect Clinton has already promised to approve
testing of RU 486 soon after taking office, I am forwarding these
petitions to emphasize to you and the new administration that women
should have all available options when making health care
decisions.

American Jewish Congress, a national social action organization
with membership of over 50,000, has already passed a resolution
supporting thg testing and marketing of RU 486 and will continue to
monitor the ;?tuation to ensure that progress is made in a timely

manner. .
e Sincerely,
E i 4
Z.( Hanita Blumfie
Enc.

N | 420% o
i | S i1

Joiv e \hd
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A PETITION ON BEHALF OF WOMEN'S HEALTH

I AMERICAN JEWISH CONGRESS
- COMMISSION FOR WOMEN'S BQUALITY
13 East 84th Street
- ' New YorX, New York 10028

. .-
——

To: Commissioner David Kessler

C.S. Food and Drug Administration
washington, D.C.

The undersigned citizens Dbelieve that the French
pharmaceutical, RU 486, is urgently needed in our country as
a treatment for a wide variety of diseases and conditions.

[t is uncongionable for qQur government to withold from the
people of this“tountry a drug that is a safe, non-invasive,
and effective abortifacent, as well as a known cure for
Cushing's Syndrome...and a possible treatment for
endometriosis, for complications associated with childbirth,
and for as many as 40 percent of known breast cancers. -

X .
Therefore, we ask you to fulfill your duty to providdfthe-
best health care possible to all Americans by doing everything -
Lnh your power to bring RU 486 to this country. >

Nag Y Address City, state, Zip

e 4 it e e ’“-’v

LA

et e e

\..-—.....- g na
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NATIONAL CATHOLIC PRO-LIFE PROGRAM
—— Our lady's Chapel, 1Inc.
- 2 7. PvO. Box 2065 65 Walden Street
St New Bedford, MA 02741-2065
(508) 992-7357 FAX (508) 992-7357

= December 18, 1992
Food and Drué,Administration

5600 Fishers Lane
Rockvilla, MD 20857

Dear —-—

We are interested in learning why the FDA is interested
in aborting Unborn Babies by supporting RU-486, a antiprogestin
that prevents a fertilized egg from attaching to the uterine
wall of the Host-Mother.

Why should the Taxpayers - especially the 58 Million -
Catholics - many who pay Federal Taxes to support the Budget -
at FDA - support with their dollars a Drug which aborts potential
babies - one of which could become a future U.S. Senator - 3
President of the United States, etc., etc., etc., if this drug >
is allowed to be sold in America someday. e

*

Copies of this correspondence will be sent to members of
tre U.S. Congress for their interest in it and to the Governor
of Arkansas - Bill Clinton - President-Elect - United States
of America.

We request an early response to this letter of
correspondence between us.

Faithfully in the Sabred Name - JESUS CHRIST,

Lo Iorntef QI Le RS
Ronald A

Bro. DeMello, OR, NRS
i _ National Pro-Life President
= . Servant of GOD

RAJD/dal
cc: Governor Bii} Clinton
David-“K¥éssler, Commissioner
Rep. Jamie L. Whitten, D-Miss.
Chairman, Sub-Commif%ee
Sen. Quentin N. Burdick, D-N, Dakota
Chairman, Sub-Committee
Files

'J? "30
s e

3204287 .

PRO-LIFE REPRESENTS GOD - Pro-Choice Represents Evil =

LN

S * e
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DEPARTMENT OF HEALTH & HUMAN SERVICES

CHICUN
Pubiic Health Sernce

4209257

i ' February 2, 1993

Bro. Ronald A. J. DeMello, OR, NRS
National Préo-Life President

National Catholic Pro-Life Program
Our Lady’s Chapel, Inc.

Post Office Box 2065, 65 Walden Street
New Bedford, Massachusetts 02741-2065

Dear Brother DeMello: .

Food and Drug Administration
Rockviile MD 20857

This is in response to your letter of December 18, 1992,

regarding the drug RU-486 (mifepristone).

We appreciate your

writing to let us know of your concerns related to the posslble

marketing of RU-486 in this country.

As you may know, the new administration has taken steps to stu

.

the issues surrounding RU-486. As we are a part of the Executg'e

Branch, we will be a participant in this evaluation. In
addition, by law, we are required to review a marketing

application for a new drug, if one is submitted to us, based on

its scientific merits.

We appreciate hearing your concerns, and we hope you understand

our legal responsibilities in this regard.

Thank you for taking

the time to write and to express your views on this issue.

Sincerely yours,

ol Z S~

Carol R. Scheman

- Deputy Commissioner

'-_"c»;‘ - for External Affairs

-

MIF 003737
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chomocsts donning sevice inc

200 GATE FIVE ROAD no¢xmrno~j SAUSALITO. CA 94966 (415) 3324066
. ‘%, ol -
o someomsoe | DECERMDET 29, 1992 Yoiw
Manalh
’é:l-lh DaVig Keﬁsler, H.DQ' J.D.
iy Commissioner, FDA
Prasmimogiy 5600 Fishers Lane

Rockville, MD 20857

RE: RU 486

Dear Dr. Kessler:

Enclosed please find November 8, 1589 letter from FDA's
Division of Pederal-State

g by Relations regarding PPSI's request to have the FDA release
e u sculue WO R} 486 for use in the United states.

In his response he says that an NDA, as required by -Section
505(a) of the FDA Act, or a similar type application must be
made in order to permit RU 486 to be imported, distributed
and produced in the USA. :

’.:.':"'..‘3.. " om L4
—oore, AP0 Would you be kind enough to send us the application forms
il that must be filled out in order for PPSI to obtain approval
EEEE%?'” for RU 486 sales.

§E§?§£:-u Y am also sending along a San Francisco Chronicle from

Boteon. O December 17, 1992 article "FDA Clearing Way for French
byt Abortion Pill* in which this article quotes, "In a letter to
oung enauidile a leading congressional advocate of the drug the FDA said
ol s e clinical trials already conducted in Europe may well be

o & Jwest AP0 sufficient to permit an adequate review of the drug by the

federal agency."

PPSI has negotiated with a national pharmaceutical company
for the distribution of RU 486 and this major company:
already has been licensed by the FDA.

‘Fnclosed also please find letters to Roussel-Uclaf (Paris,
France) and Hoechst-Roussel (USA) along with past
correspondence over the last four years, in order to release

Fresgen,
L)

Robers C Roogers

Veo

J0000h § L3
mmu

€6 Ongiser, R P8

Vice Presstent. Enana. CA
Jarvan Wedtell

Vion Propgeny, Paim CA

Frederick S.

RU 486+ iy the USA.

——e

Mayer,.§:Ph., M.P.H.

St asetm e ¢ President
W NENOALAMN
TSR e R encls.
prier Aoyl cc: Senator Barbara Boxer Congresswoman Nancy Pelosi
Congressman Ron Wyden Edouard Sakiz, Roussel-Uclaf
Hoechst-Roussel
_ Gooo
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: _/(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heaith Service

Food and Drug Administration
November 8, 1989 Rockville MD 20867

.Marcel Laventurier, R.Ph,
Vice President, Professional Affatrs
Pharmacists Planning Service, Inc.
200 Gate Road
P.0. Box 1336 )
Sausalito, California 94966

Dear Mr. lLaventurier:

Your letter of September 21 to Ronmald G. Chesemore, Acting Associate
Commissioner for Regulatory Affairs, on the subject of RU 486
importation for personal use via the mail has been referred to me for
reply.

As requested, enclosed is a copy of "Pilot Guidance for Release of
Mail Importations", which reflects current FDA policy in this area,
Please note the first sentence in the first paragraph - “Because of
the desire to acquire articles for treatment of serious and
life-threatening conditions like AIDS and cancer, individuals have c
been purchasing unapproved products from foreign sources” (underlining
added for emphasis). RU 486, a powerful abortifacient drug, does not
meet this requirement.

LT

.
|

FDA has determined that RU 486 appears to be a new drug without an
effective new drug application (NDA) as required by Section 505(a) of
the FD&C Act and that it would be inappropriate for release under the
personal importation policy. THE INTENDED USE OF SUCH DRUGS COULD
POSE A RISK TO THE SAFETY OF THE USER. (See enclosed copy of Import
Alert #66-47), Therefore, we must again deny PPSI's request to

fmport, via the mail, the drug RU 486 for subsequent disbursement to
patients.

Singgrely yours,

SR 1]

 ——— - =~

. ~ Division of Federal-State ReTations

——_

—

Enclosures .(2)

MIF 003739



e TvOAMAL ADVSORY BOARD December 29, 1992

mora Ao president/CEO -
varposiines '~-~ Hoechst-Rousssl

® o Cavenet RPN Route 202-206 North

Mo drn Douo AP Somerville, NJ 08876

aa tos A% RE: RU-486

Sarea Rose Dear

e R & Enclosed pleass find the September 27, 1989 letter from

cramrocists planning sevice nc.

200 GATE FIVE ROAD PO. BOX 1336 SAUSALITO. CA 94966 (415) 332.4066

Sewon YA of Hoechst-Roussel regarding RU-486 and

Grass Chy MO your response letter from 1989.

kL

(oue s Lo 2P We would like to apply for distribution rights in the USA of
rew RU-486 and am sending along correspondence to keep you

{ome0n 0 VacOunans. AP informed as to our progress.

W\lnlh : N “

Vs hescrna 8 Please let me hear from you regarding any change in pelicy.
wasr vogrs B In your letter to us you said, *...Hoechst-Roussel ¢
pogalir Pharmaceuticals Incorporated has not been involved wﬂ;h the
e e A development of this compound. 1In addition, we have no
. A rights to this drug." Has your position changed? -

Son Omsgn CA

Please 1

us hear from you.

.H.
President

o.-u&n.u encls.

Uoms wosreg 1 A cc: Senator Barbara Boxer Congresswoman Nancy Pelosi
g Q Zaces R om Congressman Ron Wyden David Kessler, MD, FDA
Sonan 1ooaw 20w T——— » Edouard Sakiz, Chairman, Roussel Uclaf

LA e AN APPEARS THIS 'WAY
Some Womca A GM ORIGINAL
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DIRECTION DES ACCORDS
BUSINESS DEVELOPMENT

T8

Jo/lg
Paris, September 26, 1989
= Mr. M. LAVENTURIER, R.Ph.
Vice President, Director,
Professional and Public Affairs
PHARMACISTS PLANNING SERVICE INC.
Dear Sir,

Thank you for your letter dated September 1l, 1989.

As I told you in my letter of August 25, we are far from a
possible introduction of RU 486 outside of France, especially in
the USA, and we would certainly not be able to elaborate much in
a meeting at this time. However, if you are coming to France
anyway, we could meet you so that you can tell us more about your.
organization and your ideas. .

As you may understand, our Chairman would not directly be

involved. As for myself, who is in charge of handling this kind )

of contact, I will be in Japan at the beginning of October, but
my associate, ——~ . Director of Licensing will

be plaased to meet you ; he is available at the following
dates

September 29th, am
October 3rd, am

October 4th, am / early pm
October 6th, am

» L3 L] L]

Could you please contact him at the same address. His direct
phona number is : 33 / 1. 40.62.44.06.

Best regards.

T

(S}

Business Developnment

cteoard des Invahides, 75007 Paris - Tél. (1) 40 62 40 62 - FAX . 33 (1) 40 62 49 49 - Télex Grupo 200675 F

e mer s et e B L RRACOD F o ACS Aol D ST CUY NS ALY LD O LT SRRt TN

bimget Q. tam v T W

MIF 003742

ot



! chamrocists ponning sevice Inc.

200 GATE FIVE ROAD £0. BOX 1336 SAUSALITO, CA 84966 (415) 332.4068

wnonsaovsowsaase  Dacember 29, 1992

Nal.l
Lowe Secm A2 Edouard- Sakiz, Chairman
o Bra ®Ow Rousse@l-Uclat
fagswn begivesan CA
Dot Sorpman # P 35 Boulevard
.“Fl- Des Invadides
Sary At Do R P8 POB BP 12007 75323
e AP Paris, France Cedex 07
Cahisnd

fou Afw
oL Sadie A RE: RU-486
‘l‘lhwu RPn
SBemen Dear Mr. Sakiz:
Yo Gogoon & P
wmm”. '
eong N ooy Thank you for allowing ————— Director, Business
Wnlcass e m° "™ pevelopment, Roussel Uclaf, to meet with our Vice President,
oo~ ol Marcel Laventurier, Vice President, PPSI. I also thank you
renl iy iy for your follow up letters of August 25 and September 26,
yomwr A Lamey RPN 1989 which we are enclosing regarding PPSI's interest in the
Joeeon § UacDeond R %% distribution rights for RU-486 for the United States. .
Thonse A Vagn & P% -
::':g?.aa We have had a new change in administration with the electifon
w“"...g.". of President-Elect Clinton and the FDA has made statements
on ove 891 that they will release RU-486. .-
anghem CA
Oame? €. P, B P
- As a member of the National Health Leadership Council
hethaag Xl Clinton-Gore '92 (who has endorsed the use of RU-486) we
m&h urge you to apply to FDA to market RU-486.
e A We are enclosing letters to FDA Commissioner Kessler and
2r Ry ~aac ke ., President/CEO Hoachst-Roussel current

letters ragarding our desire to distribute RU-486 in the

rederick S. Mayer, R.PW,/, M.P.H.
Presidant

P o encls. »

enespborpuipll ccs~—Senator Barbara Boxer Congresswoman Nancy Pelosi
e . Congressman Ron Wyden David Kessler

ot Roseroeny AP Hoechst-Roussel

MIF 003743
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' OamOCsis oaning savice e

200 GATE FIVE ROAD PO. BOX 1336 SAUSALITO, CA 94966 (415) 332.4(0€<

August 10, 1989

Edouard-Sakiz, Chairman

¥

Roussel-Uclaf

35 Boulevard

Des Invadides

POB BP 12007 75323

_PARIS, FRANCE CEDEX 07

- Frgderick S. Mayer

Dear Mr. Sakiz:

pPS] would like to request information on becoming a distributor
of the RU-486 compound.

PPSI as a world leader in Family Planning through its pharmacy
members along with STDs, Condoms, etc. (see enclosed) have ob-
tained approval from the Food and Drug Administration, USA to
have mail order prescriptions sent to patient's physician if the
product will be for the patient's own use,

We are a non-profit education foundation and any profit would
go to the overhead and administrative costs of running this
program through our national pharmacy network. -

*
Marcel Laventurier, Vice President will be in Paris the end .of
September first of October and he would like to meet with you
regarding establishing distribution rights for PPSI here in the
United States,

Enclosed please find information and literature including our
July 31 meeting with and —F of
Hoechst Roussel Pharmaceuticals here in the U.S. in which we
have asked to distribute this product since they do not with to
be involved at this time.

ar frén you and perhaps you might be coming to
we could set u iscussions.

President

encls.
cc: Marcel Laventurier, R.Ph,



N -
reunst-Roussel Pharnaceuticals (s, HOCCh&t {g’f&

Rewe 202208 » PO Box 2500 * Somerville, NJ 08876.1258

Riex 833449 = Cable Hoschsius, Somerwile, N4

wephone (201) 2312000 .

Ovect gl aumber:  (201) 231-2110

e ,———— = o
- -

September 27, 1989

Mr. Frederick S. Mayer

President

Pharmacists Planning Service Inc.
200 Gate Five Road

P. O. Box 1336

Sausalito, CA 9496¢€

Dear Mr. Mayer:

N

I am responding to your letter of August 16, 1989 to
concerning RU 486. As you know, Hoechst-Roussel Pharmaceuticals
Incorporated has not been involved with the development of this .
compound. In addition, we have no rights to this drug. I would
suggest that you explore your interest in RU 486 directly with

Roussel Uclaf whose address is 35 Boulevard Des Invalides, Paris
75007, France.

(O AU

Sincersly, \

— eai8?

- —— »

"
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CraMoCsis paning sevice Inc.

200 GATE FIVE ROAD PO. BOX 1336 SAUSALITQ, CA 9496( (415) 332.40€6

_August. 16, 1989

_Hoechst-Rousse) .ﬁ_

““Route 202-206 North

Sowerville, NJ 08876
Enclosed please find copies of correspondence regarding PPSI

interast in RU 486, We have met with your representative
regarding this issue

and they have spoken with Mr,

We would 1ike to pursue the distribution of RU 486 through
the FDA mail order channel similar to the current distribution
of foreign drugs into the USA outlined in my letter to

. 8/16/ ~

It is our understanding that Hoescht is not interested in this.
distribution of RU486. -

We would greatly appreciate meeting with you or your reprdsent{;ive
regarding this issue as we feel it to be of the utmost importance
in 1ieu of the fact that drugs such as Trental (pentoxifylline)”

is unavailable under Medi-Cal in California due to cost constraints.
(see 8/9/89 letter enclosed and 12/14/88 letter)

I'm also enclosing some of our history and public health activities
in the field of sexually transmitted disease, family planning and

ou at your earliest convenience.

_fpdderick S. Mayer
President

encls.
[ 4

J. [}
M. Laventurier

J. Roney, R.Ph,



January 13, 1993 :-

- : vt 13 g Y3
Food and Drug Administration
David A. Kegsler. Commissioner

L)

Room 147F =
5600 Fishers Lane
Rockville, Maryland 20857

RE: RU-486 - Request for the Right to Obtain
RU-486 for Treatment of an Inoperable
Brain Tumor (Meningioma)

Dear Mr. Kessler and —m

This Tetter is written to you as a last resort in the
hope that you will grant me an “Ind Number” for the issuance

of RU-486 on an individual basis for treatment of an inoperable

meningeal brafin tumor. The fast growth of this tumor and t

its location preclude any further brain surgery. . g' s
APPEARS THIS WAY I

: M.D., F.R.C.S., F.A.C.S., has been my
ON o%lgwg}urgeon since its d‘la’gnosis 1n’1981. Dr. :

resected the first tumor in the left temporal lobe on 2 February
1981. Recurrence occurred in May of 1984. During craniotomy
for removal, on 23 May 1984, it was found that the tumor was

inoperable. APPEARS THIS WAY

Or. . contacted ON ORIGINAL , M.D., PhD, of
the neurosurgical department of the Karolinska Institute in
Stockholm, Sweden. It was determined that [ qualified as a
candidate for the Leksell Stereotactic Gamma Knife at the
Institute. This procedure was carrfed out on 9 September 1984.
Due to the location of the tumor, Dr. ) was not able to
“Strike" the entire tumor mass. However, it aid slow down
the growth and “"shrink" certain portions of the tumor.

Stnce tHat time the tumor slowed in growth until 1989-
1990. On 27 ‘Aujust of 1991, a Radiologfist misread the MRI
scan .with Gadolinum and dfagnosed me with “No recurrent brain
tumor.” This”scan was ordered pre-op for admission to George
Washingtoh-University Hospital by Dr. Neurosurgeon,
for cranial debulking of the tumor in order for me to receive
the Gamma Knife treatment again.,

MRI SCAN WITH GADOLINUM PERFORMED ON 2 SEPTEMBER 1992,
SHOWED INCREASED SIZE TO 5 X 3 X 3 CM. DUE TO A "BLACKOUT"
FALL AT MY BANK ON 12/14/92, DR. = ORDERED AN MRI SCAN

APDPEARS THIS WAY
G ORAGINAL G 300167
Q. O

ve!
yo->

it
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RU-486 Continued

WITH GAbOLINUM‘ONAFRIDAY 8 JANUARY 1993. THIS SCAN PRESENTED
NEW TUMOR gBOHTH IN FOUR MONTHS UP TO 5.1 X 3.8 X 4.3 CM.

RU-486 has been proven to shrink meningeal female brain
tumors 445;10 tumor make-up of the progesterone hormone.

I do not have the time to get involved in a study,
espectally since a portion of the patients are given placebos.

Most of my success with this tumor has been predicated
upon "Research Vehicles". 1984 - MRI at Einstein Medical
Center, Philadelphia, Pennsylvania for a definitive diagnosis,
when CT scan with Contrast did not diagnose recurring mass.
1984 - Gamma Knife was only in two countries, Stockholm,
Sweden and Buenos Aires, Argentina at that time. Patfents
11ke me are those whose risks aid future medical success.

My physfcfans have tried relentlessly to obtain RU-486.

They have made national and international calls to Roussel/

Ulcaf, ATTN: — Food and Drug Administration, ~
Atlanta, Georgia and Los Angeles, Californfa, etc. Medical ~ .
records along with correspondence has been faxed to Paris, % -~
France. Contact was also made with Congressman, Steny Hoyer.f'-
§D-Md) Ron Wyden, (D-Ore) and Congresswoman Pat Schroeder, 2
D-Col). Or. Steven W. Grunberg has been the least responsive:

Contact with » Food and Drug Administra-
tion states that both the RU-486 and Food and Drug Administra-
tion had to come to a mutual consent for the RU-486 to reach me.

On 30 July 1992, Mr. J. David Grow of Atlanta, Georgia
had to appear before the House Small Business subcommittee on
regulation, Chaired by Congressman Ron Wyden, (D-Ore) to obtain
RU-486 for his brain tumors. Unfortunately, I do not have
the time to undergo a "Protocol Study”. Mr. Grow's request was
granted for distribution to Nettleton S. Payne, M.D., neuro-
surgeon on a one-on-one basis. It has been repeatedly stated
that FDA and Rosseau/Ulcaf can rgach agreement for release
thru:-communication between both partfies. to each other. FDA
approving Ind# and Rosseau/Ulcaf then releasing RU-486.

On 6 January 1993, Health Newscaster, Ms. Rhea Blakely,
Channel 7, SJLA-ABC reported on the 7:00 pm news that eight
patients=in America were individually receiving RU-486 for
treatment of {noperable Brain Tumors. I contacted Ms. Blakely
and talked with her in-depth pertaining to RU-486 for fnopera-
ble meningiomas. I believe that Channel 7 will continue their
fnterest in the disbursement of RU-486.

Documentation of definitive success of RU-486 can be
found in J. Neurosurg.-Volume 74-June 1991. (J. Neurosurg.
74:861-866, 1991) "“Treatment of unresectable meningiomas with
the antiprogesterone agent Mifeprestone”. Page 863, Table 1,

MIF 003748



RU-486 Continued

in a ¢1inig¢d! summary in 14 patients with unresectable
meningiomas, clearly shows seven patients with tumor sites
of sphenoid bone and sinus cavernous are either regressing
or stab¥tfz¥ng., Case Numbers 1, 4, 10, 11, 12, 13 and 14
validate my statement.

Finally, [ wish to advise you of my positfion and reason
for seeking treatment of RU-486 on this brain tumor. I
recognize that entrance into this world from your mother's
womb is your first day closer to death. [ have no fear of
death and am grateful to have lived as long as I have been
able to physically function on my own. However, I fear
deeply the debilitation of a stroke, paralysis and inability
to function as a human being. 1 do not intend to bring the
long term care required when I ‘cannot speak, take care of
simple daily needs and waste away with the burden to my family,
friends or the Government, at home or in a nursing facility.
1 am already witnessing what will come later with current
numbness on the left side of my face, decrease in my vision,
s1ight loss of control of the sphincter, urinary and esophagys
muscles, as well as slow decrease in equilibrum and coordinq: -
tion. Brain tumors that are non-malignant are slow killers.F.
As 1 am currently of sound mind, I know that I will recogniz®
the proper time to end my 1ife. [ state this not out of pity
or for anyone to feel sorry for me. I have had a good life.

Sincerely,

cc:

Ms. Phea Blakely, WJILA-ABC-Channel 7
4607 Tilden Street, NW-Washington, D.C. 20008

,
. [
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M.D,, F.R.C.S., F.A.C.S.
Neurological Surgeon

- 3. Main Office: : T

ockville, MD.. 20850 -

- -

URGENT: PLEASE DELIVER AT ONCE.

October 7, 1992
Rouseau/Uclat

Attn: Dr. Silvester
fax: 011-33-1-4891-4949

RE: Compassionate, single
patient use of RU-

for trealment of meningiomaof
the brain in terminal patient: -

1

! am writing to you on the advice of : — from the Food and Drug L.
Administration to request that you consider the release of the drug BRU-488 for use clinical
use for a patient of ours who is suffering from a large meningioma of the brain. She is unable
to participate in Dr. _ s Protocol in California. | am enclosing the attached brief
medical history for your review, as well as her most recent MRI scan, which shows a large

recurrent meningioma. As you can see, it is very urgent that we obtain RU-486 as quickly as
possible, as. . i life depends it.

Dear Dr. Silvester:

Whatever you could do to help would be greatly apprecialed. | will be following up this
fax with a telephone call. Thank you so very much for your attention o this matter,

APPEARS THIS ‘WAY

-ON ORIGINAL ' Yourg sincgrely,
=" . ' ' 7
e o M.D.
enclosures: - -t
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- M'D', FQR.COSO' FoA-C.S.
Neurological Surgeon

Main Office: ' .
| S

e ST |
Rockville;:FID- 20850

- e \w. .,

RE:
To Whom R May Concern:

Ms. ", is a post-menopausal woman, aged 58, who has been under my care
since 1981 when she was first seen by me for excision of a meningioma of the brain. This
tumor has been ongoing and has not stopped growing since 1981, despite two .
microsurgeries, the first in 1981 and the second in 1984, and stereotactic radiosurgical ¥ -
treatment for sub-total removal of the residual tumor. This tumor has recently grown so%rge
that it effects her vision and speech, and has caused significant weakness and numbné¥s on
the left side of her face. Her health is further compromised by a serious heart condition, for
which she has undergone two cardiac catheterizations.

We are currently looking into the use of RU-486, the French drug which has shown
some very strong indications of stabilizing or even reducing the size of meningiomas. This is
our only hope, as it is a non-invasive treatment, and could significantly reduce the tumor size.

Repeat stergotactic radiosurgery (Gamma Knife) cannot be undertaken because of
tumor size. If no alternative measures are found, microsurgery will need to be attempted,
which could result in a loss of speech and loss of vision.

The prognosis for Ms. is geath without treatment and risk of death with
microsurgical.teatment because of her heart condition and the complexity of the surgery that
would need to-be-tnglertaken.

2 APPEARS THIS WAY
- ON ORIGINAL Yours sincerely,

B

Y »
. 13

. M.D.
AKOkco
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. M.D,, F.R.C.S.. F.A.C.S.
Newrvlogical Surgny

——

. Telephone:
- Facsimile:

Ny | October 27, 1992

Mr. Steve Jenning
Rep. Ron Wyden's office

fax: 1 202 225 8950
. RE: Obtaining RU-486 for

Dear Mr. Jenning:

At the request of Ms. : ! am faxing you the documents that were sent 10.
France. | have not received from nor sent anything to the FDA, but have spoken with —— .
~—— who advised me that the procedure is to obtain a written guarantee that the drugf , .
manufacturer will give Ms. RU-486, and then the FDA will give us an IND nugnber,
so0 that we may legally obtain the drug. : -

| spoke with Dr. Sylvestre after she received my fax, and she said that she could not
release the drug 1o us because she felt that : ~ould be able to be included in one of
the multi-center studies currently going on around the country. _ cannot be involved in
a protocol study for two reasons; she might get a placebo, in which case the tumor would
continue to grow, and she cannot wait until an area hospital sets up such a protocol, as
currently no protocols exist within a 100 mile radius. Traveling to a hospital which already
has a study in progress would be out of the question, as these studies last anywhere from 3
to 18 months.

I don't know what we should do now. | have been given advice from Pat Schroeder’s
office o contact the media, but I'm not sure what effect that would have What do you
suggest? Please call me at your earliest convenience so that we can plan how to best help

~and others lke her to obtain this drug.

Thanks for yog_r;help. .
T T ppPEARS THIS WAY |
ON ORIGIHAL | Sincerely, |,
e
Assistantio . . MD.
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4 ., M.D,, F.R.C.S., F.A.CS.
_ Neurological Surgeon

Main Office:

-

Rockville FD: 20850

October 7, 1992
The Honorable Steny H. Hoyer

1705 Longworth House Office Building
Washington, DC 20515 '

fax: 1 202 225 4300

BE:

;"Whﬂv’h v

Dear Mr. Hoyer:

| have received your name from Mr. David Groh as someone with an interest in
helping patient’s obtain the drug RU-486 for clinical use in reducing ths size of brain tumors,
such as meningiomas. |am faxing the attached document at the request of our patient, Ms.
_who is trying to obtain this drug for treatment of her very large meningioma. As
you can see, it is very urgent that we obtain RU-486 as quickly as possible, as Ms.
T s life depends it

Whatever you could do to help would be greatly appreciated. With best wishes.

- - 315 YAl Yours sincerely,
ST AP‘PEARS Vs -
. - 0“ DR\GMA\- /SI

-
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i M.D., F.R.C.S., F.A.C.S.
Neurological Surgery

Telephone:
- Facsimile:

September 29, 1992

RE:
To Whom it May Concern:

The above named patient, Ms. . ., has been under my care since 1981
when she was first seen by me for excision of a meningioma of the brain. This tumor has
been ongoing and has not stopped growing since 1981, despite two microsurgeries, the first
in 198;l and the second in 1984 and stereotactic radiosurgical treatment for removal of the
residual tumor.

Wae have looked into the possible use of RU-486, the French drug which has sh
some applications for reducing the size of meningiomas. This is an experimental met o
and currently patients are being treated under research protocols, and long term eﬂect%g'nd
complications are not known. Repeat stereotactic radiosurgery (Gamma Knife) cannot’
undertaken because of tumor size.

We are currently seeking alternative treatments. tf no alternative measures are found,
microsurgery will need to be undertaken. The prognosis for Ms. - .. is possible death
without treatment and risk of death with treatment because of her heart condition and the
complexity of the surgery that would need to be undertaken.

APPEARS THIS WAY Yours sincerely,
ON ORIGINAL R
‘ -._,:;: P ) L' Teoae - i
‘ : _ ~ .M.D.
T \
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AJCongress - nnii:

Stepher Wise Congress House

15 East dth Street

New Yora, NY KIO2x-(458 (I
——e 212 360 1360 © Fax 212 21 W72 il

@ Commission for Women's Equality Q 3
Ann £ Lewis, Chair
Hanits Blumtield, Director

e’

January 13, 1993

*

commissioner David Kessler

United States Food and Drug Administration
5600 Fishers Lane, Room 1471

Rockville, MD 20857

Dear Commissioner Kessler; : ot

Enclosed are petitions gathered across the country by members o£~ .
the Commission for Women’s Equality of American Jewish Congress®
In August, and again in December, I sent you a number of petitions,
the signatures on them now total over 800. That our members have
continued to circulate and return the petitions after many months,
shows how strongly we feel about this issue. The new signatories
urge you, as I do, to test RU 486 in the United States to see if
it is safe for widespread use. As you know, RU 486 is not only
beneficial as a non-surgical alternative to abortion but may also
have benefits for curing breast cancer and other types of diseases.
How can you deny women the best health care available to them?

Although President-elect Clinton has already promised to 1ift the
ban on the importation of RU 486 soon after taking office, I am
forwarding these petitions to emphasize to you and the new
administration that women should have all available options when
making health.gcare decisions. :

American Jewish Congress, a national social action orxganization
with membership of over 50,000, has already passed a resolution
supportingsthe testing and marketing of RU 486 and will continue to
monitor the situation to ensure that progress is made in a timely
manner. . »

.+

gincercly, ) ﬂ
. _,Zf -%5,;4; .fiﬁgbfédé;//

Dr. Hanita Blumfield '

Enc.

MIF003783 | 22001 €5
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/? DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
*wie : ‘

Food and Drug Administratior
- e, 7 Rockville MD 20857

e January 22, 1993

VIA FACSIMILE
LETTER TO THE EDITOR OF THE SAN FRANCISCO CHRONICLE:

Your column by Beverly Zakarian about RU-486 ("Open Forum,®
1/11/93) reflected a widespread and fundamental misunderstanding
of the policy of the Food and Drug Administration.

The FDA has not obstructed import of the drug for medical
research on its various potential uses. 1In fact, PDA has
authorized a number of scientific studies of RU-486 to be
conducted in this country under Investigational New Drugs o
applications (INDs). .
'y
Under the law, PDA is precluded in most cases from publicly ot

discussing studies in progress under an IND. Your readers shoul
knov, however, that the National Institutes of Health, whose
studies are public information, is using RU-486 in biochemical
regsearch and is investigating its potential for treatment of
Cushing's disease and other serious conditions. Other RU-486
studies, for ailments that include several kxinds of cancer, are
being carried out by non-governmeantal entities.

All of this research uses RU-486 that has been imported legally
and wvith FDA's approval under the IND process. The import alert

on RU-486 relates only to illegal attempts to bring the drug into
this country.

The basic obstacle to more widespread availability of RU-486 in
the U.S. is not FDA, but the fact that the Prench manufacturer
has declined t¢ apply with the agency for the drug's approval.

-

Sincerely,

: C::l,n,<f,423 :S;EZJav-~Q—

Carol R. Scheman
Deputy Commissioner for
Extarnal Affairs

-
»
A
——=_

4300320
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Rockville, BD 20857 @ T
Dear Dr. Kessler:

This lett to. bring to your attention a serious public
health hazard.: socw:éﬁ with the £ RU-486 andfither ... .. ..
anti-prozestational steroids as FTacients , W _

s cancer**t of¥udr- knowledges - =
gover-nfif"uarings or - '
- m ‘¢ancerning these drugs T

By 1970. thp \

et al.1 had cleari¥ establishe > fphd

association betwqu age at first full-term pregnancy and breast
GO ‘he sames stidies found that aborted first.

S _:;;" 'y “Failed to.conferithe same:protection as early
: -r‘-u"f.- -but also tend@@to increase breast- cancer
risk indepondently In this country,-as early as 1981, Pikes,
Henderson, et al. observed a relative breast cancer risk of 2.4

among young W had aborted (sp: us 93 induced) their
first pregnancy, &"Finding. which Hondorson and coworkerse’’
reprod x..l_.gmmng Chime Hopen ‘in Shnnzgu in 19883, :
These finc were echoed all throu;h the. 1980°s in studies of
induced Ib“i@!ga‘:th UsSe-s, Ja,,,w._,,' D20, o
and Ruastn);.?;"—_n‘idend Aago as.iN "

convinced i s'c.jlont

"UndZSrwed ""7.'1:-7"'»“"':"'L
“ Induced abort;l.on ‘before firs’t e

l“-': .Y

premncy Aficreases Ihn"

of breast- *12 . .In stud, sufficient numbersdo
cases, % . 4Bortivas, 155 pect ,0f their timinc,y‘Ith
relation to first bixth‘ have also been ‘associated with 1ncreased
risks.s,tt,

ALl ‘this night’ considered in'ele t if the increased =
breast cancder’riskEid<sociated with: inducel-abortion were B3 '~~~
attributable to - aspect of the surgical methods by which™% g
abortion is induged. Indeed, wereﬁu the case, it could be
argued that medical Sbortifacients might provide ¥hproved long
term health protection to the women who would use them.
Unfortunately, all evidence points to an hormonal mechanism of
risk enhancement. Epidemiologically, spontaneous abortion has

3
MIF 003785 Y3ceSio



———— O f‘_l'é';ﬁbr-‘-_lm /93--page 2

been associated with the same trend of increased breast cancer
risk as induced abortion?,4.7,8,13,14, Enderinologically, it is
well known €HAL “early pregnancy is accompanied by a dramatic rise
:I.n ondogenotigs estxozen leve.l.s. which promotea a burst of

B 3-‘-‘3&13 & i

effect of the eariy‘precnancy surge xrogens,
tumor promoting activity is undisputed. Horeover. thes
have been confirmed in animal experiments with chemically induced..
breast tumorsis. :

All this might still be considered irrelevant if abortion in
the US wersiiiomplétsly unrestrictéd: But as you~know,gythe US
Supreme Court has recently affi roed the right of states to 1mpose
reasonable reatriotgns ‘on: -abprbion, suclnao pa.n’ bl oo 5
notification, waiting periods, anc _ ' o ;- o~
importation.of abortifacYents - PR uisel OCLAY) Y. -
ZX=98,299 . {Schering, AG) would & tj,voly‘c cunveuttie statosaa--w
responsib y to _ensure prd $¥on ¢F - w%n *s healths
considéring the edsdle witfffihiich ‘?acriptions ab‘i:se& i,
the devastating. long torm hoalt'ﬁ orsequences at 1butab1&
abprtion, i.e., %he-increased ipcidence and setexityu of breast

cancer. - o
g~ What is° the, pagnitude of the breast cancer hazard inherent in
m‘tion? A revin' ? #¥ie relavant iiterature as'Gited above puts

the relative risk o‘Y"aBortion of first preghancy at between 1.5
and Z, ovér and above the increased risk resulting from delaying
first full-texrm pregnancy by any means. (For multiple abortions,
relative risk estimités Yange as high as 4 or 5.) Consexvatively,
we may estimate the lifetime breast cancer risk of the rage
American teenagér at about 10%, assuming she will aventually go on
to have ona or more children startiu in her 20':. However, if
shil’becones prégi 18 or. 18, ‘ hildisto. term will
mﬁé. her risk | ] v X3 will
inckSase

iy w . i . . A v 104
her ¥isk g&,b:s ﬁr ovegaiﬁhat 1t would
baby-—an enormous’ 1nd$.v1dua1 fuwpact. -

But the pum heal‘!h mct“is ‘Eruly staagerinc co'ﬁsidorinz
tho high (and rising) incidence of breast cancer and the high
frequency of induced abortiomn, particularly among nulliparous
girls and women (about 800,000 annually in the US). Even if we
completely ignore the risqﬂoa.bancint effect of. delaying £irst
childbirth, a relative risk of 1.5 specifioall? attributable to
induced abortion translates to 40,000 additionka;' breast cancer
cases each year. (The full effect of abortiomrronotod bre
cancers will likely not be felt until the turn of the centurr
However, annual US incidence of breast cancer 1s now rising past
the 140,000 mark.) If we estimate most conservatively and assume
that, even with highly restricted importation of RU-486, the

MIF 003786



‘ mm review art«,tcio'on breast' cancer

———— tO Kesst_gf-‘*l/Wﬂ:’--Pue 3

abortion rate in nulliparous girls and women will rise by omnly 10X
(80,000) due ta. unapproved use of the steroid, we can expect at

least an additiochal 4,000 cases por year, several years thence. If
1mport.ation ~o? aborti.f.acient steroids should double the abortion
rate, atijigast, 49,000 e cﬂio d

heretofore been raisccf Presidont ™ :ln‘bon may o
aware of the irony of his echoing the complaints of abortitac:lent
import advocates last Friday with the words: “We must free science
and medicine from the grasp of politics.” Indeed, the compelling
link between abortion and breast cancer is very much in the grip
of “pro-cholce”. politics: Many researchers are clea®ly reluctant
to reveal the risk, often fninizing their owirresults3-5,7-9 oW . .-
As Remennick statas in her 1990 revigw: “An initial attitude of -
researchers towards abortichsusuailyideterminas-the way they :sges; m
iaterpret resnlts .".gé,g.._rhe “initial attitude” is oft i~
attltudeféf The Tak. wedidal docidties, suoch asl Sricuny il W
3 vthe Hassachusetts !!edical and the .

'i

apparently thorough-discussion of risk £ giigtotally..
of any mention of abortion, even as a poténtial rask factor.

However, the worst research comes out of the. Karclinska Institute

in Sweden (funded, in” by Fagily Hoalﬂr‘.tnte iopal, an . ..
American population comtio} organ t%n whichs itSeX: *rféceives «» S
funding from the US State Dept.), who ors-Harrig, et al, 1Y’

have attempted to dismiss the entire Body of case-control evidenco““"
with the idea that in interview-based studies, the cancer patients
are mof# 1likely to remember prior abortions :than controls, and are <.
also more likely to imagine abortions that BdVar Rappened! They o8
try to use their own computer regisiry-based-study todback up: that...cp:
claim, 4 study in which 1 ., had reported a statistically signiﬁ.—

Indeed, a revieqhot the data on abortion and breast cancer
reveals an unusual (for epidemiological studies) consistency
across geographical, ethnic and study design lines n the
direction of incredsed.risk. It i3 most ironic tha of .the
major arguments for the iuportation ‘of antiprogestatiGhal statoids
is their potential use. in breast cancer therapy: s%q !ady““ X
of clinical testing have - uced no: amatic results in ca - &
therapy. Rather, the legalization 6¥ these drugs isx virtually
guaranteed to increase the incidence of breagt cancer by the
thousands of cases every year, by increasing the availability and
frequency of induced abortion.
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~—-~ 0. Kesaler--1/27/93--page 4

Dr. Kessle®, I am familiar enough with your record as FDA
Commissioner to know that you are deeply committed to the
rrotection of the public health. This you have amply demonstrated
through your:steadfast refusal to pcrqit the use of mpproved
drugs, often. where thn hagards are much, less.severe o o

‘clearly profo on: on e
standing up to’ onomus % kK
Adainistration::

pdlitical pres ( agénc ¥y ot -
recklessness. The third great 1rony ot this saga is the strong
commitment made by Mxr. Clinton and the Congress to reversc what
the latter bhas called the "growing epidemic”19 of breast cancer!
I therefore urge you to stand firm in refusing to permit the
short-circuiting of the FDA’s established procedures for assuring
the safet.y of potential new dru;s : :*

I bhave invested c@siderablc time and effort in this - -
sabbatical year myself, to review critically the literature on
breast cancer and aborfiton and to make my findings-public in what .
I have found to be an unreceptive (¥5.say the .Iéast) political
climate. I shall continiie 4g.-do so, for T, £o0 am committed. to
promoting. and protecting life and health. ‘i?lnue be assured,

P "-ﬂ" R
. -~
’ '

therefore, that I shall wmke mysel? availibte to your agetdy to ek
testify publicly or belp Ia any other way I can to further these ™
goals. Pleane !eel"!.’ree 8 call < wri¥s 'me at bome: —— '

wk
e
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= ., 19 February 1993

- Food and D_m Admfnistration

David A. Kessler, Commissioner
Room 1471 )

5600 Fishers Lane

Rockville, Maryland 20857

RE: RU-486 - Request for the Right to obtain
RU-486 for Treatment of Inoperable
Brain Tumor (Meningioma)

Dear Mr. Kessler e

This letter is written on behalfof = . by her family.
Itis her hgre that you will grant an ‘IND Number’ for the issuance o
RU-486 S ifepristone) on a single patient use basis for treatment of an
inoperable meningioma of the brain. The aggressive growth and
location of the tumor preclude any further brain surgery.

¢ M.D.- Associate Professor of Neurosurgery
MUSC,has been our mother’s primary neurosurgeon since 1990.
Included with the compassionate use request letteris Dr. . ___ _ linical
summary on Mrs. ' _. Asindicated, prophylactic radiation is
inappropriate because of the tumors proximaty to the brain stem.
Stereotactic radlosurgery (Gamma Knife) cannot be undertaken because
of tumor size. The last sugery on 2 October 1992 by’ ,
M.D., University of California in San Francisco to debulk the tumor has
resulted in what is hoped to be a temporary deficit in the areas of
memory and equilibrium, Regrowth of this same tumor has been so
great it now affects her vision and swallowing. The prognosis for our
mother is death without treatment.

Faced with this dilemma our only hope is the French drug RU-486
"which has shown some ve7, strong indications of stabilizing or reducing
thie size’of meningiomas. [t is the only non-invasive treatment that could
significantly reduce the tumor size.

In view of the recent publication by Dr. Grunberg on a series of
meninglomas, as well as other studies on the value of this agent RU-486,
it is our belief that our mother would be a good candidate for its’ use.
RU-486 has been proven to shrink meningeal female tumors due to
tumor make-up of the progesterone hormone. The neuropathological
receptor studies of our mother’s tumor tissue shows intermediate 206)

rone recﬂ)stgr capacity, indicating a positive outcome with

?matment of RU
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RU-486 Continued LS
Unfdrtunately, our mother does not have the time to undergo a | /"741 e

'‘Protocal Study’ with its’ inherent danger of being part of the control
group (placebo). There are currently nine patients in America who are
receiving, RU-486 on an individual basis for treatment of inoperable
Brain Tumors. It’s imperative that our mother become the tenth.

Our mother’s ghysicians, Dr." ~ and Dr. . s of
1, $.C., have been tireless in their efforts to otbain RU-486.

Internationally they have contacted Roussel/Uclaf, ATTN: Dr.’s Uliman
and Silvestre; Nationally, Food and Drug Administration, S.W.0.G.,
Atlanta, Georgia and University of Southern California. Clinical
summaries along with correspondence has been faxed to Paris, France.
Contact was also made with Vice President Albert Gore, Jr. and
Congressmen Jay Rockefeller (D-WV), Ron Wyden (D-OR) and
Congresswomen Pat Schroeder (D-CO). The advise given b'y
Schroeder’s office was to contact the media. That would only skirt the
real issue, consent for use of RU-486 via an 'IND Number’,

Contact with ——— at the Food and Dru Administration states
that both the manufacturer and Food and Drug Administration had to
come to mutual consent for the RU-486 to reach our mother.

On 30 July 1992, J. David Grow of Atlanta, Georgia appeared before
the House Small Business subcommittee on regulation seeking to obtain
RU-486 for his brain tumors. He was subsequentially approved.

On 26 January 1993 Mrs. . . of r o
received an 'IND Number’ from the Food and Druf Administration to
secure RU-486 from Dr. Ullman at the Roussel/Uclaf manufacturinqW
plant in Romanville, France. Only through the relentless efforts of Mrs.
- and her neurosurgeon . . . M.D. were they
able to obtain the agent RU-486.

- Finally, from a personal standpoint'we ask you to put yourselves in
our-place far a moment, Our mother, the dearest person in our families
lives, has suffered through five brain surgeries in the last three years.
Not once, but twice she has subjected herself to craniotomies (Sagittal
Sinus Ca that most neurosurgeons would not endeavor because of
the high risK'of stroke. In her last operation October 1992 she elected
brain surgery even though there wad little probability of the tumor being
resected In toto. She kriew of no other obtainable alternative. Now
with the remnants of the tumor inoperable and doubling in size every
sixty (60) days, the prognosis is certain death without non-invasive
treatment.
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Howé?!'e;, that obtainable alternative does now exist with the good

grace's of your office. Our bright, witty and ever energetic mother is

now bedridden in a hospital nursing facility recovering from the effects
of a coma induced by tg’droce halus. It aimost seems as if she could
regain full health but, day by day, as the tumor frows larger it becomes a
greater threat. Still, she clings to the hope she’ll get better. Only you
and your staff can give our mother that chance she so richly deserves,.

Sincerely,

——
-

and F‘gnily 4 PP[;q Rs

cc: L M.D.

:v,-w Sl

Albert Gore, Jr., V.P,
Pennsylvania Ave., Washington, DC 20000

Re&. Ron Wyden
1705 Longworth, Washington, DC 20515

Mack Thompson, WCBD-ABC '
210 W. Coleman, Charleston, SC 29464

Natalie Joost, Potomac TV-Channel 8
3007 Tilden St., Washington, DC 20008
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nidgion isamammmdtuni\mmmmuumhgmmmwdmtn
is a reiftively commea lotracsanial tumor, sccounting for 15% to 18% of ail tumory of the central nervous
systara] Although maaingiomas are benign. thiir grawth can lead to such problams as seinwes, bndness, or

Mm:mhmdtywqm.butsommwsudantomdaibrahmunsmtmm
fsn't pofsib}

in 1984 ot the USC School of Madicins, Staven Grunberg, M.O. sad Martin Weiss, M.0,, began ressmrch on

nasmon§l manipulation of meninglomas, In 1987, they came upoa the drug mifepristone, commonly knawn 33

the Frabch abortion pil, RU-488, as a candidate for Ueating meninglomas becausa the dmg blocks

ofs foc progesterone, & hormons that appears 10 promate growth of soma of the tunors. A
have “suggested 3 hormonal dependence for meningiomas: they occur twics 33 frequenty in:

often ssen in canjuncton with bresst cancer (anather tumor with progestesans recaptors), aad they

oidly during preguancy. Widle s lot of controvarsy Surrounds RU-486, Grunberg says, “We dida't set
ke a political statement for RU-488. it just appeared ta fill the bill for what wa wess trying te do.”

Based Jpon the rasults oi the study mentioned in the script, Grunberg Iniated la October, 1992, a largar,
i-irgtitutional study 1o be based at the Uoiversity of Southern Cafarnis. The purposs of the 200-patient
study 4 be to definitively svaluate the effect of a daily 200 mg dose of mifepristone {one third the dose
givea ihen the drug is ussd ta terminate pragnancy) given for twe years ia preventing progression of

Resultq from the trisl aren't expacted for at least four ywars and since most meningiomas can be cured
surgically, only ¢ limited number of patients would requira this type of trestmeat. However, long-tarm
wreatmint with RU-436 may bave broader implication in thu trestmsnt of other hormone-ralated conditions

Genbugs ﬂymmh«aw»:m-mmm“.mdmmwam
. ~,-;mmmncnmmmwmmmummummm

RE INFORMATION, CONTACT:

Madia lnquirien: Medical inquirier:

USC Hesith Scioncas Public baformation 14800 Omicron Orive

%’ Richard Cox . - _ Southwest Cacology Group Ogarations Oifica

2250 Alcaras Siaet, Am. 137 Sa Antonde. Tuss 782453217
Las Angeles, Caifeala 90033
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OFFICE OF CITY COUNCIL .
350 STH STREET SOUTH - ROOM 307
NINNEAPOLIS, MINNESOTA 55415-1383 °
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(612) 673-2208 - city of lakes
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SHARON SAYLES BELTON
COUNCIL MEMBER, EIGHTH WARD

Donna Shalala

Department of Health and Human Services
200 Independence Ave. S.W.

Washington, D.C. 20201

February 11, 1993

I am writing to you to express my support for the Senate Bi11 S. 222 o
introduced by Senator Paul Wellstone. S. 222 is a Bi11 which would require .
that the FDA collect the same {nformation on the drug RU-486 that is required
to be submitted by a manufacturer with a new drug application under the :
Federal Food, Drug, and Cosmetic Act. RU-486, as you know, is a drug which
seems to be a very effective and safe choice to surgical abortions and may

have many other potential uses for treatment of diseases.

Senator Wellstone believes that a supportive Clinton Administration would
encourage the marketing of RU-486 by its manufacturers. The Clinton
administration has, thus far, been supportive of a manufacturer application
seeking approval to market RU-486; but the manufacturer continues to show
reluctance to market the product.

I want to express my support for the Clinton Administration's policy on RU486

and for Senate 8111 S. 222. I belleve that RU-486 will be a significant
addition to the effective family planning choices available to all Americans.

Sincerely,

- —

?4@_;4? (B

Sharon Sayles Belton, President {ﬁ]é// J'/

g: ﬁnsggg'l is City Council TRACER
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