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The United States Supreme Court decision in Webster v. Reproductive
Health Services,1 one aspect of which upheld state conditions limiting de-
livery of late abortion services, underscores the need for safe and reliable
means to perform abortion early in pregnancy.' The Missouri statute re-
viewed in Webster raised an additional issue in its preamble, which con-
tained the words: "The life of each human being begins at conception."' s

The Court saw no need to address the implications of this language yet,
and is prepared instead to await a judicial challenge to legislation specifi-
cally providing for state intervention on these grounds.4 It is difficult to
predict whether and to what extent the Court will find a legislative re-
striction on abortion early in pregnancy to be constitutional, but for
many reasons, providing access to abortion at the earliest possible stage
in pregnancy is advisable. Antiprogestin drugs permit a new, safe, and
effective means to achieve early abortion.
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Antiprogestins are synthetic steroids that inhibit the activity of proges-
terone by blocking the cells' progesterone receptors.5 Progesterone, a hor-
mone necessary for pregnancy, rises in level after ovulation and prepares
the uterus for implantation of the fertilized ovum. After implantation,
progesterone sustains the embryo until the placenta has formed. An-
tiprogestin drugs prevent implantation if fertilization has occurred. In
this sense, they may be described as "last-chance" contraception. If im-
plantation is complete, however, antiprogestins will prevent gestation of
an early embryo, causing its abortion. They thus may also be described as
"contragestational.

'7

Antiprogestins can act at different points along a developmental con-
tinuum before, during, and after completion of implantation. The egg,
which is fertilized in the fallopian tube, takes about six days to reach a
place in the lining of the uterus where it begins the process of implanta-
tion,6 which takes another six to eight days to complete. Thus, implanta-
tion is usually accomplished twelve to sixteen days after fertilization, or
about twenty-eight to thirty-two days from the beginning of the last men-
strual period.

According to its medical definition, pregnancy begins at the completion
of implantation of the embryo in the woman's womb.10 The American
College of Obstetricians and Gynecologists has adopted this definition.'
The Committee on Medical Aspects of Human Reproduction of the Inter-
national Federation of Gynecology and Obstetrics unanimously agreed
that "pregnancy is only established with the implantation of the fertilized

5. Baulieu, RU 486 as an Antiprogesterone Steroid: From Receptor to Contragestion
and Beyond, 262 J. A.M.A. 1808 (1989); Baulieu, Contragestion and Other Clinical Appli-
cations of RU 486, an Antiprogesterone at the Receptor, 245 SCIENCE 1351 (1989); Baulieu,
Ulmann & Philibert, Contragestation by Anti-progestin RU 486: A Novel Approach to
Human Fertility Control, SYMP, ON HUM. FERTILITY CONTROL TODAY & TOMORROW 55 (E.
Diczfalusy & M. Bygdeman, eds. 1987); Crooij et al., Termination of Early Pregnancy by
the 3 Beta Hydroxysteriod Dehydrogenase Inhibitor Epostane, 319 NEw ENG. J. MED. 813
(1988).

6. Van Look, Post-ovulatory Methods of Fertility Regulation, in RESEARCH IN HUMAN
REPRODUCTION: BIENNIAL REPORT (E. Diczfalusy, P.D. Griffin & J. Khanna, eds. 1986-1987),
World Health Organization 153 (Geneva 1988).

7. Segal & Atkinson, Systemic Contragestational Agents, in THE ABORTION EXPERIENCE
400 (H.J. Osofsky & J.D. Osofsky, eds. 1973).

8. McLaren, Where to Draw the Line?, 56 PROCEEDINGS OF THE ROYAL INSTITUTE OF
GREAT BRITAIN 101 (1984); Tuchmann-Duplessis, David & Haegel, 1 ILLUSTRATED EMBRYOL-

OGY 1 (1972).
9. Lenton, Active Implantation, J. REPRODUCTION & FERTILITY (in press).

10. Yen, The Human Menstrual Cycle, in REPRODUCTIVE ENDOCRINOLOGY, PHYSIOLOGY,
PATHOPHYSIOLOGY & CLINICAL MANAGEMENT 200 (W.B. Saunders 2d ed. 1986).

11. Committee on Terminology of the American College of Obstetricians and Gynecolo-
gists, OBSTErRic-GYNECOLOGIC TERMINOLOGY 299, 327 (Davis Co. 1972); Protection of
Human Subjects, 45 C.F.R. § 46 (1983).
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ovum."12 This medical definition of pregnancy coincides with medical
practice regarding in vitro fertilization; in these programs, pregnancy is
considered to begin at the completion of implantation of an egg fertilized
outside the womb. In the United States, the loss of fertilized eggs in in
vitro fertilization programs is accepted and is not considered abortion. 3

Comparable policies have been recommended in government and law re-
form reports in the United Kingdom;14 Victoria, Australia; 5 Ontario,
Canada;16 and France. 7

During the first fourteen days of development, the products of the fer-
tilized egg are variously termed the conceptus, the zygote, the blastocyst,
or the "preembryo."' s After implantation, the embryo forms in the center
of the conceptus, and the remaining ninety-nine percent of the tissue
gives rise to the placenta and other extraembryonic membranes.1 e The
embryo develops into a fetus at about eight weeks after fertilization or
ten weeks after the last menstrual period.' 0 Depending on the stage of
gestation, twenty-two to thirty-one percent of conceptions end in sponta-

12. Correspondence from M. Fathalla, Committee on Medical Aspects of Human Repro-
duction, International Federation of Gynecology and Obstetrics (Nov. 14, 1985).

13. See generally American Fertility Society, Ethical Considerations of New Reproduc-
tive Technologies, 46 FERTILITY & STERILITY 2S (Supp. I 1986).

14. Report of the Committee of Inquiry into Human Fertilization and Embryology 54,
Her Majesty's Stationery Office (HMSO), Cmnd. 9314 (Chair, M. Warnock, 1984); The Vol-
untary Licensing Authority for Human In Vitro Fertilization and Embryology (jointly spon-
sored by Medical Research Council and Royal College of Obstetricians and Gynecologists),
First Report Guidelines for Both Clinical and Research Applications of Human In Vitro
Fertilization and Embryology 30 (1986); Department of Health and Social Security, Human
Fertilization and Embryology: A Framework for Legislation, London, HMSO, Cmnd. 259
(1987).

15. Committee to Consider the Social, Ethical, and Legal Issues Arising from In Vitro
Fertilization, Report on Donor Gametes in In Vitro Fertilization, Victoria, Australia (1983)
and Report on the Disposition of Embryos Produced by In Vitro Fertilization, Victoria,
Australia (1984).

16. Ontario Law Reform Commission, Report on Human Artificial Reproduction and
Related Matters, Toronto, 217 (1985).

17. Comit6 Consultatif National d'Ethique pour les Sciences de la Vie et de la Santh,
Avis Relatif aux Recherches sur les Embryons Humains In Vitro et 6 Leur Utilisation a
des Fins Medicales et Scientiliques, Paris, 9 (Dec. 15, 1986).

18. American Fertility Society, Ethical Considerations of New Reproductive Technolo-
gies, 46 FERTILITY & STERILITY vii (Supp. I 1986); Letter from A. McLaren to the editor, 320
NATURE 570 (Apr. 1986); Letter from A. McLaren to the editor, 328 NATURE 10 (July 1987).

19. McLaren, supra note 8, at 106; Tuchmann-Duplessis, David & Haegel, supra note 8,
at 88.

20. McLaren, supra note 8, at 107; Tuchmann-Duplessis, David & Haegel, supra note 8,
at 90.
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neous abortion, which can occur before or after implantation;" such re-
productive failures may range as high as sixty-two percent.22

Abortion can be artificially induced by antiprogestins before the devel-
opment of the fetus.28 When administered early in pregnancy, the an-
tiprogestin drug RU 486 (known scientifically as mifepristone and generi-
cally as mifegyne) has been generally shown to be eighty-five percent
effective as an abortifacient when used alone" and ninety-five percent
effective when used in combination with a prostaglandin." The drug,
which was developed by the French-based company Roussel-UCLAF, has
also been investigated in animals and humans for a variety of other
health indications, including inhibition of ovulation," luteal intercep-
tion, 2  induced delivery following spontaneous fetal death,'8 and treat-
ment of gynecologic malignancy" and breast cancer.30 Because of its col-
lateral antiglucocorticoid effect, RU 486 may also be used to treat
Cushing's syndrome ."

In many countries, including France, where RU 486 with prostaglandin
is now used widely for early first-trimester abortions, the laws controlling
the availability of abortion exempt medical practitioners and women un-
dergoing abortion from criminal liability."2 In-the United States, abortion

21. Wilcox et al., Incidence of Early Loss of Pregnancy, 319 NEw ENG. J. MED. 189
(1988).

22. Edmonds et al., Early Embryonic Mortality in Women, 38 FERTILITY & STERILITY

447 (1982).
23. Baulieu, Ulmann & Philibert, supra note 5.
24. Couzinet et al., Termination of Early Pregnancy by the Progesterone Antagonist

RU 486. (Mifepristone), 315 NEw ENG. J, MED. 1565 (1986); Grimes et al., Early Abortion
with a Single Dose of the Antiprogestin RU 486, 158 AM. J. OBSTETRICS & GYNECOLOGY 307
(1988).

25. Bygdeman & Swahn, Progesterone Receptor Blockage: Effect on Uterine Contractiv-
ity and Early Pregnancy, 32 CONTRACEPTION 45 (1985); Rodger & Baird, Induction of Ther-
apeutic Abortion in Early Pregnancy with Mifepristone in Combination with Pros-
taglandin Pessary, 2 LANCET 1415 (1987).

26. Luukkainen et al., Inhibition of Folliculogenesis and Ovulation by the Antiproges-
terone RU 486, 49 FERTILITY & STERILITY 961 (1988).

27. Schaison et al., Effects of the Antiprogesterone Steroid RU 486 During Midluteal
Phase in Normal Women, 61 J. CLINICAL ENDOCRINOLOGY & METABOLISM 484 (1985).

28. Carbol et al., Induction of Labor with Mifepristone After Intrauterine Fetal Death,
2 LANCET 1019 (1985).

29. Ulmann & Dubois, Antiprogesterones in Obstetrics, Ectopic Pregnancy and Gyneco-
logical Malignancy, 2 BAILLIERES CLINICAL OBSTETRICS & GYNAECOLOGY 631 (1988).

30. Romieu et al., The Antiprogestin RU 486 in Advanced Breast Cancer: Preliminary
Clinical Trial, 74 BULLETIN OF CANCER 455 (1987).

31. Bertagna et al., Pituitary-Adrenal Response to the Antiglucocorticoid Action RU
486 in Cushing's Syndrome, 63 J. CLINICAL ENDOCRINOLOGY & METABOLISM 639 (1986).

32. Cook & Dickens, International Developments in Abortion Laws: 1977-1988, 78 AM.
J. PuB. HEALTH 1305 (1988); Cook, Abortion Laws and Policies: Challenges and Opportuni-
ties, Supp. 3 INT'L J. GYNAzCOLOGY & OBSTETRICS 61 (1989).
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is available on request as a matter of a woman's constitutional right to
privacy,38 but delivery and financing of services can be controlled by state
laws.34 In Canada, abortion (particularly in the early state of pregnancy)
is available as a matter of a woman's constitutional rights of liberty and
security of the person. 5 Health services, including abortion, are provided
through provincial health insurance plans, with the federal government
setting minimum standards of comprehensiveness and accessibility." In
all countries that legislatively or constitutionally permit abortion, ap-
proval of abortifacient drugs is a matter of administrative law and is not
distinguishable in principle or approach from approval of therapeutic
drugs. For regulatory approval in any country, all drugs are required to
meet reasonable standards of safety and efficacy in intended use.37

This Article explains the legal and regulatory status of RU 486 as used
in combination with prostaglandin in France and addresses some of the
legal questions that countries, including the United States, will have to
face as they consider approval of this and other antiprogestin drugs for
abortifacient purposes.

I. RU 486 IN FRANCE

On January 17, 1975, France liberalized its abortion law for a five-year
provisional period to allow abortion in cases of "distress" of the woman
during the first trimester of pregnancy; after the first trimester, abortion
was allowed only in cases of risk to the physical health or life of the wo-
man or risk of fetal handicap."' This 1975 law was re-enacted on Decem-
ber 31, 1979, on a permanent basis with minor revisions.3 In practice, the
French law accommodates abortion on request during the first trimester
since the woman herself decides whether she satisfies the "distress" indi-
cation.'0 The French law does,' however, require that a woman wait a
week between the time that she first requests the procedure and the time
that it is performed, so that she can reflect on her decision.

On September 23, 1988, the French Minister of Solidarity, Health and
Social Welfare announced that RU 486 with prostaglandin had satisfied

33. Roe v. Wade, 410 U.S. 113 (1973).
34. Id.; Webster v. Reproductive Health Serve., 109 S. Ct. 3040 (1989).
35. Morgentaler, Smoling & Scott v. The Queen, 44 D.L.R. (4th) 385 (988).
36. Canada Health Act, Can. Stat. ch. 6 (1984).
37. See, e.g., Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 355(a) (1988); Food and

Drugs Act, R.S.C. ch. F-27 (1985).
38. French Law 75-17 of Jan. 17, 1975, J.O., Edition des Lois et D6crets, no. 15, at 739

(Jan. 18, 1975), reprinted in 26 INT'L DIG. HEALTH LEGis. 351 (1975).
39. French Law 79-1204 of Dec. 31, 1979, J.O., Edition des Lois et D6crets, no. 1, at 3

(Jan. 1, 1980), reprinted in 31 INT'L DIG. HEALTH LEGIS. 505 (1980).
40. Judgment of Oct. 31, 1980, Counseil dEtat Recueil, D.S. Jur., France 19732 (1982).
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the legal requirements for toxicity testing for short-term episodic use as
required for other therapeutic drugs. 1 Based on favorable recommenda-
tions of its expert scientific commission, the Ministry granted approval
for marketing and distribution of RU 486 with prostaglandin for abortifa-
cient indications, under strict protective conditions similar to those for
the distribution of narcotics."' The regulations require that each package
of the drug be assigned a specific number to track its distribution and
use, that distribution be limited to public and private hospitals and clin-
ics that are authorized to perform abortions, and that the amount of the
drug and the name of the physician or of the person in charge of the
center authorized to prescribe it be recorded in a special register.43

On October 25, 1988, Roussel-UCLAF suspended the distribution of
RU 486 in France and elsewhere because of "French and foreign public
opinion and the controversy raised by the possibility of using the an-
tihormone mifepristone (RU 486) to voluntarily interrupt pregnancy." 44

Two days later, there was an international outcry over the suspension of
distribution," including a petition signed by more than 1,000 doctors who
were attending a meeting in Rio de Janeiro. Their statement read as
follows:

We the undersigned, participants in the XIIth World Congress of Gyne-
cology and Obstetrics, regret the decision of Roussel-UCLAF to suspend
the distribution of RU 486 (mifepristone), particularly in view of the re-
cent approval of RU 486 as safe and effective by the drug regulatory au-
thorities of the governments of China and France. It has been used for
early termination of pregnancy and has the potential for a number of
therapeutic purposes, including the treatment of cancer. We urge the
company to transfer the patent to an appropriate entity to ensure that
women have access to the benefits of scientific progress.'"

On October 28, 1988, the French Minister of Solidarity, Health and So-
cial Welfare ordered Roussel-UCLAF to resume distribution, claiming
that it was important for public health and that the drug was "the moral

41. Code de Ia Sant6 Publique (France) Art. L. 601; Art. R. 5117-5144.
42. Kolata, France and China Allow Sale of a Drug for Early Abortion, N.Y. Times,

Sept. 24, 1988, at Al, col. 1.
43. Order of Dec. 18, 1988, J.O., Edition des Lois et D6crets, no. 1, at 465 (Jan. 12, 1989)

(principal provisions are translated into English and forthcoming in INT'L DIG. HEALTH
LEGIS.).

44. Press release by Roussel-UCLAF (Oct. 25, 1988).
45. Simons, Doctors Protest Company's Action on Abortion Pill, N.Y. Times, Oct. 28,

1988, at Al, col. 1.
46. Petition from the XIIth World Congress of Gynecology and Obstetrics, Rio de

Janeiro (Oct. 27, 1988).
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property of women."4 7 He also threatened to invoke provisions of the
French patent law that permit the Minister of Health to transfer a drug
patent to another holder if the original holder fails to distribute the
drug.4' As of September 22, 1989, however, the Minister of Health had
not yet specified the reimbursement rate for RU 486 abortions. (The
French National Health Service does reimburse seventy-five percent of
the cost of surgical abortions.)"

The possibility of alternative avenues of distribution had, in fact, been
created earlier in agreements between Roussel-UCLAF and some organi-
zations that had done research on the drug to protect public funds in-
vested in the research and to enable the distribution of RU 486 in the
Third World should Roussel-UCLAF decline or fail to do so. Before the
September 1988 approval of the drug in France, the company had suc-
cessfully obtained approval for the distribution of RU 486 in the People's
Republic of China,60 but currently Roussel-UCLAF is not providing drugs
for distribution outside France.

In France, a woman wishing to use RU 486 with a prostaglandin for an
abortion must make four hospital visits to a clinic or a hospital author-
ized to perform abortions, according to the 1979 abortion law and the
approved distribution protocol. Her request for an abortion is made at
the first visit, and she will be eligible for treatment with RU 486 in com-
bination with a prostaglandin if it has not been more than forty-two days
since her last menstrual period. If more than forty-two days have passed
since the first day of her last menstrual period or more than fourteen
days have passed since her missed period (in a twenty-eight-day men-
strual cycle), she is ineligible for an abortion using RU 486 with
prostaglandin.

At the second visit, a minimum of one week later, the woman confirms
her request for an abortion. If she decides to proceed after having consid-
ered information describing the advantages and disadvantages of the
method, she gives her written consent and takes three tablets of RU 486
orally in the presence of the doctor. She then goes home with a number to
call in case of emergency and with an appointment to return to the clinic
or hospital thirty-six to forty-eight hours later.At the third visit, the prostaglandin is administered, either by injection
or by vaginal suppository. The woman rests for two to three hours and
then goes home with a prescription for oral contraceptives and an ap-

47. Greenhouse, France Ordering Company to Sell Its Abortion Drug, N.Y. Times, Oct.
29, 1988, at Al, col. 6.

48. La Pilule Abortive Va Etre de Nouveau Distribute, LE MONDE 1, 11 (Oct. 29, 1988);
Greenhouse, supra note 47, at Al, col. 6.

49. French Law No. 82-1172 of 31.12.82.
50. Kolata, supra note 42, at Al, col. 1.
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pointment to return about one week later. Vaginal bleeding lasts for
about seven days. At the fourth visit (fifteen to nineteen days after the
first visit), the completeness of the abortion is verified. If, as in five per-
cent of cases, the abortion is incomplete, the woman will be advised to
undergo a vacuum aspiration procedure.

During her second visit, before consenting to the procedure, each wo-
man receives an information sheet that outlines the necessity for the four
visits. The sheet explains how the drug is believed to work and that it
causes the interruption of pregnancy in ninety-five percent of cases when
prostaglandin is administered thirty-six to forty-eight hours after RU 486.
The information sheet also notes that the treatment is contraindicated
when the pregnancy. is not confirmed, when ectopic pregnancy is sus-
pected, or when the pregnancy is advanced beyond fifty days since the
last menstrual period (or twenty-one days since the missed period) for
women with twenty-eight day cycles. It also explains that treatment is
contraindicated for women with Cushing's syndrome, for women using
cortisone, and for women with health conditions such as asthma or severe
hypertension that would prevent them from safely using a prostaglandin.

The information sheet informs each woman that if the abortion with
RU 486 and prostaglandin is incomplete, her health will be endangered if
she does not have a vacuum aspiration procedure. Moreover, doctors will
recommend a vacuum aspiration abortion if the treatment does not work
at all; if the pregnancy is taken to term, there may be a risk of fetal mal-
formations. Finally, the information sheet lists possible side effects of the
treatment: heavy bleeding lasting about seven days, pelvic pain, nausea
and vomiting, diarrhea, malaise, fatigue, and headaches.

II. DRUG APPROVAL PROCEDURES

In seeking approval for marketing its product from the relevant govern-
ment drug authority, such as the U.S, Food and Drug Administration (the
"FDA"), the sponsor must specify the conditions that the drug is being
promoted to treat.51 After receiving an application for approval for mar-
keting a new drug for specific conditions, a drug authority responds in
accordance with both the legislated review process and background inter-
pretations that the courts have developed to ensure conformity to general
principles of fairness.

The review process gives the governmental drug authority discretion to
require scientific data from testing of the product on animal and human
populations, and perhaps from in vitro studies. The courts will control

51. Applications for FDA Approval to Market a New Drug or an Antibiotic Drug, 21
C.F.R. §§ 314.1 to 314.445 (1990).
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exercise of the discretion in order to ensure that the discretion is used on
scientific grounds and for legitimate public policy purposes, and not for
purposes or agendas unrelated to the law and the merits of the sponsor's
application.

The governmental drug authority must consider the safety and efficacy
of the product for the purposes for which approval is sought, and, there-
fore, has no power to make a decision based upon extraneous factors. In
legal language, basing a determination on extraneous factors would be
outside its powers, or ultra vires, and therefore unlawful. An ultra vires
decision may be judicially struck down, which would require the agency
to review the application in accordance only with proper criteria.

The legal mandate to resist ideological pressure is particularly signifi-
cant when the governmental drug authority reviews an application for ap-
proval of an abortifacient drug. Roussel-UCLAF's development of RU 486
and the French government's subsequent review have been subjected to
pressure from antiabortion groups.2 French embassies in the United
States and elsewhere were also subjected to demands that the drug not be
approved. s Opponents described the drug as "an antihuman pesticide to
be used in chemical warfare against women and children"' and as a
"death drug . . . intended to kill unborn babies."55 Right-to-life groups
have focused their hostility on this drug, not only because it threatens to
make abortion potentially more private, but also because, they allege, it
leaves women uncertain about whether or not they have actually exper-
ienced abortion.56

The threat that ideological considerations may affect and obstruct fair
and scientific assessment of antiprogestins such as RU 486 is a matter of
concern.57 Responses of drug administrative agencies to applications for
approval of antiprogestins will come under unusually intense and critical
scrutiny. Because of this, some drug administrators may either delay their
decisions indefinitely or demand evidence of safety and efficacy well be-
yond that required for comparable products.

52. Davies, The Abortion Pill, CATHOLIC HERALD, July 1, 1988, at 2; Glasow, Omen of the
Future? The Abortion Pill RU 486, National Right to Life Committee, Washington, D.C.
(1986).

53. Letter from D.N. O'Steen, U.S. National Right to Life Committee, to the French
Ambassador to the United States (June 21, 1988); Press release by Australian National Cap-
ital Territory Right to Life Association (June 22, 1988).

54. Davies, supra note 52.
55. O'Steen, supra note 53.
56. Palca, Abortion-Inducing Drug Alarms the Right-to-Life Lobby, 325 NATURE 185

(1987).
57. Maggio, Politics in the Drug-Development Process, The Case for Mifepristone, 46

AM, J. Hosp. PHARMACY 133 (1989).
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In the case of RU 486, the French government applied normal stan-
dards of approval used for other comparable drugs. In other countries,
however, approval of antiprogestin drugs for abortifacient purposes could
be delayed or denied if administrative agencies use standards that are not
relevant to the safety and efficacy of the drug. Sponsors, whose applica-
tions for approval are rejected because of irrelevant criteria, may seek
reversal of the rejection as being ultra vires and seek a judicial order that
their application be determined only according to relevant criteria.

A pervasive problem in the administrative process is -that of the ap-
pearance or reality of bias on the part of administrative bodies. There is a
preference in the product approval field for being conservative in the sci-
entific sense. In other words, there is a tendency to be unwilling to ap-
prove innovation except after rigorous demonstration of both safety and
efficacy. In most cases, the FDA would face stronger criticism for prema-
turely, approving a drug that is subsequently shown or suspected to cause
injury disproportionate to its benefit than for delaying approval of a ben-
eficial product until exacting standards of safety have been satisfied. A
recent illustration in the other direction, however, is the public outcry
and subsequent relaxation of standards by the FDA to increase the avail-
ability of drugs that may reduce the effects of the human immu-
nodeficiency virus.5 8

In the case of RU 486, the FDA may, according to its own enabling
legislation, proceed to review such an application based on scientific
merit, regardless of political pressure. However, political bias against an-
tiprogestins is anticipated because of the self-professed antiabortion ide-
ology of the Bush Administration and certain members of the U.S. Con-
gress, where a bill was reintroduced in 1989 that would prohibit "[flederal
financial assistance in any form ...to investigate the antiprogesterone
steroid for ...approval under the Federal Food, Drug, and Cosmetic
Act."' 9 Commentators have speculated that approval of an application for
RU 486 in the United States during the Bush Administration would be
unlikely, not because of the scientific merits of the application but be-
cause of opposition from the administration and certain members of Con-
gress to a drug that provides a nonsurgical means of abortion.60 Because
of political pressure, there is a possibility that the FDA may mask a polit-
ical decision with a professed scientific assessment or may delay its evalu-
ation of the drug.

58. Hilts, How the AIDS Crisis Made Drug Regulators Speed Up, N.Y. Times, Sept. 24,
1989, at E5, col. 1.

59. H.R. 619, 101st Cong., 1st Sess. (1989).
60. Djerassi, The Bitter Pill, 245 SCIENCE 356 (1989); Klitach, RU 486: The Science and

the Politics, The Alan Guttmacher Institute, New York (1989).
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There is evidence that the FDA has already singled out RU 486 for
exclusion from a policy that permits individuals in the United States to
import unapproved products, under certain conditions, from foreign
sources. On July 20, 1988, the FDA's director of the Office of Regional
Operations circulated a field directive, released to individual importers,
concerning the importation of products that individuals purchase from
foreign sources for their. personal use. This directive observes that "we
may use our discretion to examine the background, risk, and purpose of
these products before making a final decision.""1 To provide for a uniform
policy, the director stated that shipments may be released to an individ-
ual under various conditions: "[TIhe patient seeking to import the prod-
uct affirms in writing that it is for the patient's own use and provides the
name and address of the doctor licensed in the United States responsible
for his or her treatment with the product." 2

Then, in a bulletin of September 26, 1988, the FDA specifically ex-
cluded the importation of RU 486 from this policy.8 A subsequent import
alert of June 6, 1989, from the director of the Division of Field Investiga-
tions on "Automatic Detention of Abortifacient Drugs" reads as follows:

Questions have been raised about a new abortifacient product, RU 486 or
'mifepristone,' and whether the agency should use its discretion,. ; . to
allow its importation for personal use. [The] FDA has concluded that
unapproved products of this kind 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."

This safety caution is questionable since there is no evidence that RU
486, used under a doctor's supervision, is more risky than currently avail-
able abortion methods. A legitimate concern for safety would allow for
the importation of the prostaglandin used in France (but not currently
distributed in the United States) when the FDA allows personal importa-
tion of RU 486. As noted above, RU 486 is at least ten percent more
effective when used with prostaglandins.

III. LEGISLATIVE MODELS

A danger exists that ideology may supersede science in policymaking on
the release of certain drugs in the United States and other countries. If

61. Memorandum from the Director, Office of Regional Operations, U.S. Food and Drug
Administration (July 20, 1988) (Pilot Guidance for Release of Mail Importations).

62. Id. at 2.
63. FDA Import Bulletin #66-B 13, RU 486 (Sept. 26, 1988).
64. Memorandum from the Director, Division of Field Investigations, U.S. Food and

Drug Administration (June 6, 1989) (Automatic Detention of Abortifacient Drugs).
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the potential of fundamentalist religious and extremist beliefs to limit re-
productive choice is to be resisted, initiatives must be taken to urge legis-
lation at the federal and state levels that will protect freedom of choice
and permit individuals access to safe and effective means of achieving
their reproductive goals. Regarding antiprogestin drugs, several legislative
models might be considered and refined according to particular
circumstances.

A. The Reproductive Health Model

This model encourages the provision of a range of reproductive health
services that would accommodate but aim to minimize the need for in-
duced abortion, particularly late in pregnancy. Federal or state legislation
would provide financial and other incentives to public and private organi-
zations to provide a range of reproductive health services including pre-
natal care, treatment for sexually transmitted diseases ("STDs"), infertil-
ity treatment and counseling, provision of contraceptives, voluntary
sterilization, and, finally, abortion-to be made accessible as early as pos-
sible in pregnancy. Legislative proposals might include special programs
to educate adolescent and adult males in the prevention of STDs and
pregnancy. They might also require that abortion services be made avail-
able to enable access at the earliest possible stage of pregnancy. More-
over, those providing abortion services might be required to use the
method that is the safest and least traumatic for the woman and that
contraceptive services be provided in the postabortion phase.

The right-to-life movement is divided on contraception and might be
somewhat circumspect in mounting comprehensive opposition to such a
proposal." Those in the movement who do favor contraception generally
take a narrow view of contraceptive practice and consider some methods
of fertility control, such as the IUD and certain oral contraceptives, to be
abortifacients. 66 Because the influence of Roman Catholic doctrine is per-
vasive in the antiabortion movement, its members may also object to vol-
untary sterilization; however, less doctrinaire opponents of abortion
might consider this to be a desirable option in some circumstances.

Elements of the reproductive health model are found in many of the
Western European laws. The Italian law on the Social Protection of
Motherhood and the Voluntary Termination of Pregnancy emphasizes
the promotion of women's reproductive health and the related prevention
of unwanted pregnancy by facilitating access to contraceptive methods

65. Glasow, supra note 52.
66. Id.
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and voluntary sterilization. 7 It also requires "the use of modern tech-
niques of pregnancy termination, which are physically and mentally less
damaging to the woman . . . ."0 This and other similar provisions may
eventually require that nonsurgical abortions be provided using an-
tiprogestin drugs with prostaglandin.

B. The Defensible Service Model

One feature of induced abortion in the United States is its relatively
high incidence among women who lack access to sex education, contra-
ceptive advice and methods, and other reproductive health services." For
historic reasons, reinforced by modern jurisprudence,7 0 the federal gov-
ernment and state legislatures have resisted funding many health ser-
vices, including preventive care. Considering this reluctance, advocates
for such services might choose instead to prepare a defense for possible
criminal charges in cases of late abortion. The defense could be that the
woman did not have reasonable access to contraceptive counseling and
methods or access to an early abortion. The thrust of the legal challenge
would be to encourage the provision of contraceptive and early abortion
services and to put forward the principle that when contraceptive and
early abortion services are unavailable to women, restrictive laws regard-
ing abortion should not be invoked against women or against those who
intend to advise them regarding their reproductive choices.

C. The Fault-Based Liability Model

In products liability law, courts have found manufacturers liable for the
harmful effects of certain products unless the manufacturer could show
that it was not at fault. The need to improve consumer rights against
manufacturers who enjoy the power of vast resources and exclusive.
knowledge of their own manufacturing practices inspired this develop-
ment. Under this system of liability, in which the plaintiff does riot have
to prove fault on the part of the manufacturer (sometimes called the
strict liability system), users of a product need only show injury conse-
quent to use in order to be entitled to recover compensation. The supe-
rior resources and knowledge of the manufacturer are available to the de-
fense to disprove negligence and show due diligence in the design,

67. Social Protection of Motherhood and the Voluntary Termination of Pregnancy, Ital-
ian Law No. 194, § 15 (May 22, 1978).

68. Id.
69. Dryfoos, What President Bush Can Do About Family Planning, 79 AM. J. PuB.

HEALTH 689 (1989).
70. Harris v. McRae, 448 U.S. 297 (1980).
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manufacture, storage, packaging, transportation, and delivery of the prod-
uct and in the education of those who will be prescribing or dispensing it.

In addition, the law requires that products be suitable for the purpose
for which they are intended and not be unreasonably dangerous. A prod-
uct that causes injury in an anticipated use will make the manufacturer
liable unless the manufacturer can show no fault in the design, selection
of materials, or, for instance, manufacture and marketing of the product.
The law recognizes that some products may be unavoidably dangerous
because of their known properties or qualities. For example, drugs tend to
fall into this category when there is a significant risk of side effects and of
idiosyncratic physiological responses. Manufacturers must be able to
show, however, that their product is not unreasonably dangerous. They
cannot simply rely on their conformity to governmental standards or sat-
isfaction of FDA standards for approval and marketing.

Under a strict products liability law, pharmaceutical manufacturers
may face considerable costs in defending suits for injuries arising from
use of their products. Further, because juries are generally sympathetic
toward plaintiffs' medical expenses, pain and suffering, and lost opportu-
nities in life, damage awards can be very high. Drug companies have
therefore become reluctant to develop products that may attract finan-
cially burdensome legal claims.7 1 The manufacturer of an antiprogestin
abortifacient drug may be deterred from marketing the product because
of the potential for lawsuits by women claining to have lost reproductive
and other opportunities in life. Other lawsuits may result from women or
their offspring blaming the drug for various birth defects. Antiabortion
groups may attract such individuals and support claims of this nature.

Because potential liabilities may limit the development of new prod-
ucts, proposals are currently under consideration to change products lia-
bility law to encourage innovation in the development of new products by
pharmaceutical and biotechnological means.72 These proposals include
legislation that would replace the consumer-oriented system of liability
with the more traditional principle that a plaintiff claiming injury
through negligence or other fault must bear the burden of establishing
the facts on which the claim is based. The result of such legislation would
be that manufacturers would remain liable for faults that complainants
can show in, the design, manufacture, and marketing of products, but
would be relieved of strict liability under which they must disprove
wrongdoing. The antiabortion movement is monitoring the development

71. Djerassi, supra note 60.
72. Id.; Isaacs & Holt, Drug Regulation, Product Liability and the Contraceptive

Crunch, 8 J. LEGAL MED. 533 (1987).
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of such legislation and pressing for the exemption of contraceptive and
abortifacient products from any protection manufacturers may gain.7

D. No-Fault Insurance Model

The consumer who claims to have been injured through use of a prod-
uct and must prove a case when evidence is difficult and expensive to
obtain experiences the disadvantage of the fault-based liability model. An
alternative model that aims at a fair balancing of interests between in-
jured consumers and manufacturers of products retains the consumer-ori-
ented no-fault liability system, but grafts onto it the creation of a fund
from which compensation is payable. The underlying principle of the in-
surance system-the spreading of risk among potential sufferers-would
be the basis of this model. A premium would need to be added to the
price of the product to create a sufficiently large fund to compensate
users for injuries that would be considered necessary and appropriate to
cover.

An example from a related field in the United States is the National
Childhood Vaccine Injury Act of 1986.74 The Act provides for the collec-
tion of revenue from a special tax added to the cost of the seven pediatric
vaccines that children must receive to attend school.7 5 The fund, created
by the tax revenue, protects vaccine manufacturers, who had threatened
to withhold their products because of the incidence of liability litigation
and the burden of legal defense. The beneficiaries of the product' are ac-
cordingly obliged to participate in collective self-insurance by paying a
premium in exchange for financial protection against risk of injury. A
model of this nature could be developed to give manufacturers of an-
tiprogestin and prostaglandin products the financial confidence to pro-
ceed to market these products. Whether consumer self-insurance should
be confined to abortifacient products or be absorbed within the more gen-
eralized scope of reproductive-related products, including contraceptives,
is a matter of economics and of market organization.

E. The Patent Protection or Promotion Model

As an alternative or an addition to the above models, patent law may
be changed to encourage manufacturers to develop new products and to
seek to market products that original developers fail to market. The for-

73. House Panel Narrowly Adopts Antiabortion Amendment to Product Liability Leg-
islation, Washington Memo, The Alan Guttmacher Institute, Washington, D.C., at 1 (June
21, 1988).

74. Pub. L. No. 99-660, 100 Stat. 3755 (codified as amended in scattered sections of 42
U.S.C.).

75. 42 U.S.C. § 300aa-15(i)(2) (1988).
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mer goal can be achieved by simply prolonging the period of patent pro-
tection, so that manufacturers of antiprogestins and prostaglandins may.
recoup their costs of research and development and accumulate profits.
From these profits, the manufacturers could establish a fund for the com-
pensation of injured users, either on a fault-based or strict-liability sys-
tem. The present period of patent protection in the United States is cur-
rently seventeen years, but the Patent Term Restoration Act of 1984
affords extensions of two to five years for patents of drugs, under certain
conditions.

7
0

When patents have been granted to manufacturers who subsequently
decline or fail to market a product, governmental authorities in several
countries, such as France 7 and Canada,7 8 have the legal power to transfer
the patent to a new holder who undertakes the marketing of the product.
Exercise of the power is clearly dependent on an applicant applying for
the patent, but the potential for transfer acknowledges that a drug patent
serves not only the commercial interests of the holder but also the health
interests of potential users. This is the sense in which the French Health
minister, Claude Evin, described mifepristone as the "moral property" of
women.

No one of these models alone may be sufficient to encourage potential
marketers of antiprogestin and prostaglandin drugs to apply for their ap-
proval for abortifacient indications. These and other similar kinds of leg-
islative models may indicate the type of strategic planning that will have
to be done to make antiprogestin and prostaglandin abortifacient prod-
ucts accessible. Commercial manufacturers might be faced with the threat
of a boycott of the entire range of their products by antiabortion activists
and by purchasing officers of certain hospital and institutional pharma-
cies.71 It may, therefore, be necessary for nonprofit organizations or spe-
cially created single-product firms to develop or import products for na-
tional distribution.

IV. CONCLUSION

The challenge to produce safer and more effective contraceptives con-
tinues to inspire scientific study and research. In the absence of a com-
pletely safe, effective, and convenient method of contraception, contra-
ceptive failure will continue, as will the need for a humane and prompt
response to its occurrence. Similarly, methods of abortion are sought that

76. 35 U.S.C. § 156 (1988).
77. C. COM., Brevets d'Invention, Arts. 37-40 (Jan. 2, 1968).
78. Patent Act, R.S.C. ch. P-4, §§ 65-67 at 165, 167 (1985).
79. Lee, Kaatz & Veatch, Pharmacists' Refusal to Dispense Diethylstilbestrol for Con-

traceptive Use, 46 AM. J. Hosp. PHARMACY 1413 (1989).
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can be used as early as possible in pregnancy and that are effective, safe,
and convenient. Antiprogestin abortifacients, when used in combination
with prostaglandin, represent a significant advance toward this goal. They
also represent for women, and the children and families that depend on
them, 'the realization of the right established in the International Cove-
nant on Economic, Social and Cultural Rights "to enjoy the benefits of
scientific progress and its applications. 80

The servicing of this right and of related rights of access to health care
involves the responsibility of, among others, national drug regulatory au-
thorities. Their responsibilities are discharged through fair assessments of
relevant scientific evidence and the application of policies designed to
maximize the safety and efficacy of therapeutic products. In making risk-
to-benefit assessments, they must also be aware of the alternatives poten-
tial users of products will have if certain new products are denied ap-
proval for marketing. These decisions must be based on scientific assess-
ments and should not be swayed by moralistic judgments or ideologies.
Scientific policy cannot be guided by ideologies on the sanctity of human
life that disregard the autonomy of women and that ignore objectively
derived data on the risks and the benefits of antiprogestin drugs. More-
over, the advances that such a product can make in the quality of the
lives of women and of those who rely on their survival, health, and well-
being cannot be ignored.81 In this regard, the characterization of RU 486
as the "moral property of women" begins to provide a much needed basis
for women's entitlements to high quality reproductive health services.

80. G.A. Res. 2200, 11 U.N. GAOR (1496th plen. mtg.) (1966).
81. Ricks, The New French Abortion Pill: The Moral Property of Women, 1 YALE J.L. &

FEMINISM 75 (1989).
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