
VI.

VIEWS PRESENTED AT PUBLIC HEARINGS

Public hearings were held by the Commission to provide interested persons

with an opportunity to present their views on research on the fetus. Testimony

was given by scientists, physicians, representatives of various organizations,

concerned private citizens, lawyers and public officials. They presented a broad

range of views that received careful consideration at the hearings and in the

subsequent deliberations of the Commission. Brief summaries of the presentations

follow.

1. C. D. Christian, M.D. (American College of Obstetricians and

Gynecologists). Dr. Christian presented to the Commission a set of guidelines

for the conduct of research on the pregnant woman and fetus, as prepared by the

Committee on Bioethics of the College. The guidelines include recommendations

that animal models be fully explored before human research is initiated, that

clinical management of the patient should not be altered by research objectives,

that research which would knowingly harm the fetus is not appropriate even in

anticipation of abortion, that a fetus of doubtful viability should be treated

as a viable infant, and that prolonging or shortening the life of the nonviable

fetus only for research purposes is not appropriate.

2. Robert G. Marshall (Special Assistant for Congressional Affairs, U.S.

Coalition for Life). Mr. Marshall opposed any research that is not directed at

preserving the life or restoring the health of the immediate patient. In addi-

tion, he suggested adoption of the Golden Rule as a criterion for experimentation;

a prohibition on the participation of the medically needy as subjects of research,

except in circumstances of immediate danger to life; and a requirement that pros-

pective participants be required to write out their understanding of the purpose

of an experiment prior to being accepted as subjects. (During questioning, Mr.

Marshall said that he would not object to observational procedures including,

for example, fetoscopy.)

41



3. Thomas K. Oliver, Jr., M.D. (Association of American Medical Colleges).

Dr. Oliver cited improvement in statistics of infant mortality and morbidity,

which may be attributed directly to research on the fetus and newborn infant.

He described the research leading to improved care of Rh disease and respiratory

distress syndrome, which could have been conducted only on the human fetus and

newborn, as specific examples of advances resulting from research on the fetus.

He urged the creation of an Ethical Advisory Board to review those research pro-

posals which raise ethical questions, rather than the imposition of guidelines

that would not be responsive to changing circumstances.

4. Judith Mears (Reproductive Freedom Project, American Civil Liberties

Union). Ms. Mears urged that the Commission not draft protections for the fetus

that would undermine the Supreme Court's rulings in Doe v. Bolton and Roe v. Wade

regarding a woman's rights with respect to abortion. In addition, she urged the

support of research to improve the safety of abortion procedures. (Ms. Mears

agreed, during questioning, that the Roe and Doe decisions do not speak to the

issue of experimentation and would not, therefore, render regulation of such

research unconstitutional so long as a woman's access to abortion and other

health services is not abridged.)

5. David G. Nathan, M.D. (Professor of Pediatrics, Harvard Medical School).

Dr. Nathan focused his discussion on fetoscopy. He described this experimental

technique for obtaining a sample of fetal blood to enable prenatal detection of

disorders such as sickle cell disease and thalassemia, the reasons for conducting

initial trials in women about to undergo abortion, and the evolution of the tech-

nique to the point where it has had successful clinical application. Dr. Nathan

stressed the importance of studies that can be conducted simultaneously with the

abortion procedure and consequently avoid any possibility of a change of mind

about abortion after the research has begun.

6. Audrey McMahon (mother of two developmentally disabled children).

Ms. McMahon stressed the need for research into the causes and treatment of

developmental disabilities, and urged that such research not be curtailed.
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7. Robert Greenberg, M.D. (Society for Pediatric Research and the

American Pediatric Society). Dr. Greenberg presented statistics on the high

rates of infant mortality and abnormal fetal development as indicators that the

current health status of the fetus is poor. Dr. Greenberg stated that genuine

concern for the fetus requires marked improvement of the health care available

to the developing human during intrauterine life. Such improvements in health

care require acquisition of further understanding through increased research.

8. Sumner Yaffe, M.D. (American Academy of Pediatrics). Dr. Yaffe cited

numerous advances in fetal therapeutics resulting from research on the fetus and

emphasized the acute need for more extensive research in fetal clinical pharma-

cology. He presented the Academy's code of ethics for research involving the

fetus and fetal material. The code states that research intended to benefit the

mother or fetus in utero may be conducted with informed consent; that research

on the viable delivered fetus (premature infant) may be carried out as long as

nothing is done that is inconsistent with treatment necessary to promote the

life of the infant; and that research on the nonviable fetus before or after

abortion should be permitted, providing appropriate animal studies have been

completed, parental consent is obtained, the researchers have no part in deciding

timing or procedures for terminating the pregnancy or in determining viability,

the research has been approved by an Institutional Review Board which is satis-

fied that the information cannot be obtained in any other way, experiments are

not done in the delivery room, there is no monetary exchange for fetal material,

and full records are kept.

9. Lois Schiffer (Women's Equity Action League, Women's Legal Defense

Fund, Human Rights for Women). Ms. Schiffer cautioned against developing a pol-

icy that would abrogate constitutionally protected interests, such as the pre-

eminence of a pregnant woman's right to health care. She underscored the need

for continuing research in order to provide pregnant women with optimum medical

advice and treatment (including improved abortion techniques). She suggested,

additionally, that a requirement of paternal or spousal consent in conjunction

with research on the fetus would contravene the holdings in the Roe and Doe deci-

sions and that such consent serves no legitimate purpose if no child will be born.
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Finally, she urged the adequate representation of women on ethical review com-

mittees that will be applying policy to specific cases.

10. Kay Jacobs Katz (National Capital Tay-Sachs Foundation). Ms. Katz

described the illness and death of her daughter, a victim of Tay-Sachs disease,

and emphasized that only because of the availability of prenatal diagnosis did

she have the courage to risk a further pregnancy that has resulted in the birth

of a normal child. She urged the Commission not to restrict research that might

develop procedures for prenatal diagnosis of other genetic diseases, nor to cur-

tail research that might lead to the development of effective therapy for inborn

errors of metabolism.

11. Arthur M. Silverstein, Ph.D. (American Society for Experimental

Pathology). Dr. Silverstein pointed out the limitations of animals as models for

the human fetus in experimentation. He cited the numerous uses of cells and tis-

sues from the dead fetus in biomedical science, and urged that scientists not be

deprived of the opportunity to study such tissues. He urged continued availabil-

ity of fresh fetal materials for study and for use in transplantation. He con-

cluded by asking the Commission to recognize that society owes to the developing

fetus an acknowledgement of its special problems and a determination to attempt

to solve these problems and do medical justice to the fetus through research.

12. Msgr. James T. McHugh (U.S. Catholic Conference). Msgr. McHugh

stated that the fetus is a human being from the earliest stages of development,

and that the ethical norms governing research on the fetus derive from those

governing research on all human subjects, especially infants and children. Pre-

abortion research is inconsistent with human dignity and is therefore unacceptable.

Consent by the mother to such research is a mockery, he said, inasmuch as she has

already decided to extinguish the life of the fetus; further, such research would

eliminate any possibility of a mother's change of mind concerning abortion.

He urged Federal regulations of research on the fetus to permit only pro-

jects involving, for example, amniocentesis, fetoscopy, tissue culture, or proce-

dures that would entail no risk to the fetus, and to limit those to circumstances

in which their application would serve the purpose of protecting maternal health
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and assuring safe delivery of the fetus. He urged that animal models be used

to the extent possible, even if this would be more expensive and demanding. He

stated that the Government should permit research on the fetus only for the pur-

pose of enhancing the survival or well-being of the fetus involved, and only if

it can be conducted in a manner that will respect the rights and dignity of the

fetus.

13. Jo Anne Brasel, M.D. (Endocrine Society). Dr. Brasel cited examples

of contributions of fetal endocrinologic research to fetal welfare and survival.

Continuation of research on the fetus was urged to permit study of such problems

as hormonal deficiency states and care of the fetus of the diabetic mother. She

expressed the full support of the Society for efforts to see that ethical consid-

erations are met in the conduct of human research, but asserted that the welfare

of future mothers and infants would not be served by wholesale interdiction of

research.

14. Nancy Raymond, R.N. (Public Relations Director, Maryland Action for

Human Life). Ms. Raymond urged that the fetus be treated with fairness and

dignity, whether or not an abortion is anticipated or has been conducted. She

advocated a prohibition of research on the fetus, but would make the following

exceptions from such a prohibition: remedial procedures; procedures to study

the fetus within the womb, if they do not substantially jeopardize the fetus and

it is not a candidate for planned abortion; diagnostic procedures that do not

substantially jeopardize the fetus, even if it is a candidate for planned abor-

tion; and diagnostic procedures that are judged to be in the best interest of

the particular fetus and will provide the mother with information about her fetus,

even if an abortion is contemplated. She suggested that a panel of medical and

nonmedical persons be created to advise scientists on the acceptability of

research on the fetus.

15. Sean O'Reilly, M.D. (Professor of Neurology at George Washington

University). Dr. O'Reilly's testimony (read in his absence) urged protection

of the fetus from experimentation without its informed consent. He stated that

the fetus obviously cannot give consent, and that parents can consent only to
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therapeutic research on the fetus. He argued that parents forfeit any right to

consent to any other research on the fetus once they have elected to abort it.

16. Chris Mooney (President, Pregnancy Aid Centers, Inc.) Ms. Mooney

viewed abortion as the worst solution to the problem of unwanted pregnancy,

preferring to improve methods and availability of counseling and contraception.

She expressed the fear that research on the fetus before and after abortion will

further entrench our dependence on this pseudo-solution, by persuading women to

abort in order to contribute to the cause of science. If science becomes depen-

dent on abortion for research subjects, scientists and society will be even less

inclined to develop viable alternatives to abortion. She urged that no money be

offered for the use of an aborted fetus in research. (During questioning, Ms.

Mooney said she has no knowledge of cases in which research did, in fact, operate

as an inducement to abortion, and agreed that regulations could be devised to

avoid that possibility.)

17. Walter L. Herrmann, M.D. (Society for Gynecologic Investigation).

Dr. Herrmann pointed out that the interrelation of mother and fetus in utero

requires that they both be considered in research involving either of them. He

observed that the attitude of confidence rather than fear of the modern woman

contemplating pregnancy is due to improved pregnancy care resulting from maternal

and fetal research. Many unanswered questions remain, however, which demand

continuation of such research. He urged that, in developing regulations for

research on the fetus, the abortion issue be kept separate and emphasis be placed

on the pregnant women as the subject to be protected, so as not to infringe upon

her rights or deprive her of the benefits of scientific discovery.

18. Mary O'Donnell (Nursing student; member, National Youth Pro-Life

Coalition). Ms. O'Donnell argued that fetal life is human life deserving of our

respect and protection. She would permit diagnostic procedures when undertaken

to promote well-being or survival, and all life-preserving procedures. She would

find drug research in anticipation of abortion unacceptable because it deprives

a woman of the opportunity to change her mind and violates basic moral values.
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19. Leroy A. Jackson, M.D. (Obstetrician in private practice, Washington,

D.C.). Dr. Jackson cited procedures derived from research on the fetus that have

improved his ability as a physician to provide medical care to his patients. He

focused his testimony on the need to assure that consent from the mother for

research on the fetus is truly informed consent, and that minorities and other

groups do not bear a disproportionate share of the research burden. To these

ends, he urged that research review committees contain members racially repre-

sentative of and capable of communicating adequately with individuals on whom

the research is conducted, that consent form wording be reviewed in detail, and

that non-Government research agencies follow Government guidelines.

20. Karen Mulhauser (National Abortion Rights Action League). Ms. Mul-

hauser urged that the Commission recommend no limitations on research on the

nonviable fetus in utero, provided informed consent is received from the preg-

nant woman. She also opposed any limitation of research to develop improved

and safer abortion techniques.

21. Ernest L. Hopkins, M.D. (Professor of Obstetrics and Gynecology,

Howard University). Dr. Hopkins cited statistics indicating that black infants

and mothers have markedly higher morbidity and mortality in childbirth and the

first year of life than do whites, and thus have a significant stake in research

directed toward pregnancy and infancy. It is essential that research be con-

ducted, he stated, as well as mandatory that the rights of the subject be pro-

tected. He advised the Commission that a mother often arrives at a decision to

terminate pregnancy because she cannot support her present family. These are

honorable women with wisdom, he said. They are very emotionally involved with

the pregnancy, but they know the birth of a baby would be catastrophic. They

decide, reluctantly, to have an abortion because they see no alternative.

22. J. V. Klavins, Ph.D, (Professor of Pathology, State University of

New York at Stony Brook). Dr. Klavins suggested that research on the fetus could

be conducted with consent of the mother (and father when available). Since abor-

tion is legal, he argued, research that causes no harm or suffering to the fetus-

to-be-aborted is certainly acceptable. He stated that research on the human
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fetus is no more likely to be dehumanizing than artificial insemination has

been, that "do no harm" be used as the guiding principle in research on the

fetus, and that society not be allowed to interfere with the parents' right to

make decisions concerning the best interest of their offspring.

23. Myron Winick, M.D. (American Institute of Nutrition and the American

Society for Clinical Nutrition). Dr. Winick reviewed nutrition problems relevant

to the fetus and cited research needed to approach solutions to such problems.

For example, knowledge is needed of the way the human fetus gets and uses essen-

tial nutrients in utero. Acquisition of this knowledge may require nonbeneficial

research, he stated. The aim of the research, he pointed out, is to improve

fetal growth and the quality of life, and, when a malnourished fetus is identi-

fied, to assist the fetus, not to terminate the pregnancy.

24. Aubrey Milunsky, M.D. (Assistant Professor of Pediatrics, Harvard

Medical School). Dr. Milunsky presented written testimony focusing on prenatal

diagnosis of genetic disease by amniocentesis. He pointed out that research on

the fetus was essential to developing amniocentesis, which is now an accepted

clinical procedure. The research aspects of prenatal diagnosis now involve

extending diagnostic possibilities to other diseases and developing methods of

prenatal treatment of an affected fetus as an alternative to abortion. He argued

that to halt such research now would prohibit extending to other populations

(such as those affected by sickle cell disease) the option of prenatal diagnosis,

and also would prohibit the possible development of treatments for the diagnosed

diseases.

25. Louis Hellman, M.D. (Deputy Assistant Secretary for Population

Affairs, DHEW). Dr. Hellman reviewed the activities of his office in supporting

research and providing services in family planning, noting that the objectives

directly affected the health of mothers and infants. Enabling women to have

fewer children implies that those born should have optimum chances for survival

and good health. Thus, the Office of Population Affairs has an interest in all

aspects of maternal and fetal research directed at reducing mortality and mor-

bidity. In the conduct of such research, Dr. Hellman stated, obtaining properly

48



informed consent and review of the research by a committee of peers do not con-

stitute significant barriers. He advocated conducting such reviews locally

rather than in Washington. He expressed a personal distaste for nonbeneficial

research on the aborted fetus, for which an outright prohibition might be con-

sidered, but cautioned that such a course would be unlikely to stop the search

for new knowledge, perhaps in another country or in another generation. He con-

cluded that knowledge cannot be sequestered nor the course of its attainment

blocked, and he suggested that the wiser direction would be adequate regulation

of research on the fetus rather than outright prohibition.

26. Norman Kretchmer, M.D. (Director, National Institute of Child Health

and Human Development, National Institutes of Health). Dr. Kretchmer summarized

the policies and procedures presently in effect at NIH for the protection of human

subjects studied in research activities. Proposals involving extramural research

(which is conducted at institutions other than NIH) undergo a three-stage process

of review, including: (1) review by the institution proposing the research,

(2) review by scientific peers acting as consultants to NIH, and (3) review by

the National Advisory Councils of the Institutes supporting the projects.

The first stage is performed by an Institutional Review Board (IRB), a

panel consisting of members with diverse backgrounds and drawn from various dis-

ciplines. It is the responsibility of the IRB to review the proposal for scien-

tific merit, community acceptability, the balance of risks and benefits, and any

other factors that might bear upon the protection of the rights and welfare of

the subjects.

The second stage of review is conducted by scientific peers, to evaluate

the soundness of the research design, the relevant professional experience of

the investigator, adequacy of facilities, scientific importance of the research,

and the like. In addition, the reviewing body may consider the investigator's

evaluation of risks and benefits, as well as any procedures suggested to protect

the subjects against possible risks.

The final stage of review is conducted by a National Advisory Council,

a panel composed of two-thirds scientists and one-third nonscientists. Their

responsibility is to recommend policy for the Institute and to advise the
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Director, NIH (or, in some cases, the Secretary, DHEW) concerning funding of

research proposals, giving consideration to the protection of the rights of human

subjects, among other things.

Research conducted within NIH (intramural research) undergoes review by

the branch chief and clinical director of the Institute conducting the research.

It may also be subject to review and approval by the Clinical Research Committee

and the Medical Board of the Clinical Center. The Medical Board includes in its

membership clinicians, scientists and laymen. All studies involving normal vol-

unteers must be submitted to the Medical Board. Studies which involve potential

benefits to patients who have been admitted to the Clinical Center generally are

reviewed by clinical associates, attending physicians and the chief of the branch

involved. When such studies represent a significant deviation from accepted prac-

tice or are associated with unusual hazards, however, they must be reviewed by

the Clinical Research Committee.

For fiscal year 1974, NIH has identified about one hundred projects (with

a total support of $3.5 million) which involved research on the fetus. These

included monitoring of labor, fetal response to growth promoting substances,

development of a "fetal risk index," and others. Under the ban imposed by

P.L. 93-348, research on the living human fetus, before or after induced abor-

tion, is not supported by NIH unless such research is done with the intention

of assisting the survival of the fetus.

27. John Jennings, M.D. (Associate Commissioner, Food and Drug Adminis-

tration) .* Dr. Jennings testified that FDA has legislative authority to ensure

that research submitted to the agency by industry to show the safety and effec-

tiveness of a drug is conducted under conditions that will protect subjects. In

this regard, FDA believes it should act in accord, insofar as feasible, with DHEW

guidelines for protection of human subjects in research conducted or supported

by the Department.

*Dr. Jennings was accompanied by Dr. Frances Kelsey, Dr. Carl Leventhal and
Mr. William Vodra.
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Most drugs currently marketed bear a warning on that label that they

have not been tested for safety in pregnant women. Nevertheless, Dr. Jennings

stated, such drugs, with potentially harmful effects on the fetus, are being

used by pregnant women and by women of childbearing age, in spite of the label

disclaimers. Therefore, the American Academy of Pediatrics has recommended to

FDA that all marketed drugs be evaluated regarding their potential for producing

adverse effects in the fetus.

Dr. Jennings expressed confidence that although difficult ethical problems

are raised by research on the fetus, the Commission would be able to develop

flexible guidelines that would safeguard both consumers and subjects.

In response to questions, representatives from FDA explained that no mar-

keting of a drug is permitted until tests on animal teratology and reproduction

have been completed. These tests include: (1) studies of normal and reproduc-

tive performance from the beginning of pregnancy through delivery, following

administration of the drug to both males and females, (2) studies of teratology,

following administration of the drug during pregnancy at the time of organ devel-

opment, and (3) tests following administration of the drug from the end of preg-

nancy through lactation. FDA requests additional studies in primates if first

studies indicate a need for further investigation.
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