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A Proposition of the Basic Law concerning Bio-ethical
problems caused by exploitation and
manipulation of human bodies and tissues (2)

— Working-group for the reserch — project " Jinrin-ken' —
Part 1-2: The Problems concerning the Use of Fetal Tissue

Shiho HIRATSUKA *

Abstract

This paper attempts to make a set of propositions concerning the use of fetal tissue,
in particular the use of appendages of the fetus (placenta, umbilical cord, amniotic sac
and fluid) after normal birth, the use of a deceased fetus in cases of miscarriage or
stillbirth, and tissue use from aborted fetuses.

In Japan, the use of fetal tissue has become a common practice in medical research
or therapy, but it is not subject to laws or official guidelines to ensure its appropriate
use. Tissue use is, at best, subject to reviews by an ad hoc ethical committee of
individual facilities, but in light of the complexity of ethical issues stemming from the
very ambiguity of the criterion with which to determine the legitimacy of such use - it
is simply impossible to know the will of the fetus, and the fetus cannot benefit from
such use, carefully drawn regulatory legislation is necessary.

The following is a summary of the propositions:

1. In cases where the use of tissue necessitates access to any private or personal
information of the fetus including that which related to the newborn or the parents,
or such information becomes necessary in the course of tissue use, the information
should be protected as a matter of the right of personality. However, in cases where
personal information is irrelevant and tissue can be subject to use as tissue of
"human species”, it should be possible to protect that tissue as property. In addition,

since fetuses are not recognized by law as having fundamental rights, the person of
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parental authority of fetuses, i.e. parents, should be given the status of legal
representative and the rights of the parents to dispose of or to control the tissue
should be recognized.

2. In order to guarantee the safe use of fetal tissue, a system consisted of a uniform set
of principles should be formulated.

3. When fetal tissue is to be used for purposes that are unrelated to medical necessity,
the express intent of the parents to "dispose of" or "donate” should be obtained.
Furthermore, informed consent should be obtained from the parents concerning the
purpose of use, including potential uses such as genetic analysis, preservation
(banks), distribution, incubation, and also of the use of knowledge, potential
economic or intellectual benefit, or intellectual property rights gained therefrom.

4. Although appendages of the fetus are usually subject to disposal, if there is a
possibility of that any of them are used for the benefit of a third party, an act of
"donation" should be necessary before use. Even though appendages of the fetus are
naturally obtained from the uterus of the mother, they function as organs of the fetus
and contain genes identical to the fetus. This being the case, if the rights of control
over such tissue were to be recognized, the natural holder of that right would be the
fetus. Since, however, it is not possible to ascertain the will of the fetus, the use of
appendages of the fetus should be allowed when the consent of the parents is
obtained.

5. Concerning the use of appendages of the fetus for any purpose, as a rule the approval
of both parents should be obtained before the commencement of use.

6. Concerning the use of the tissue of a deceased fetus resulting from miscarriage or
stillbirth, the approval of both parents as the bereaved family should be necessary.

7. Concerning the use of the tissue of aborted fetuses, a system should be developed so
that the compliance with the following conditions is guaranteed, and legislation
should be enacted to support such a system.

(1) The medical and scientific validity as well as the social legitimacy of the purpose
of use must be recognized.

(2) Research programs must be transparent.

(3) Since the decision to terminate a pregnancy and the decision to donate fetal

tissue are made by the same persons, the validity of the decisions must be
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ensured. Hence, the decision to recognize the right of the parents to donate tissue
must be made by someone who has received specialized training.

(4) The decision to terminate a pregnancy and the decision to donate tissue must be
completely separate. Furthermore, the decision to terminate must precede the
decision to donate tissue.

(5) If the use is for clinical purposes (transplants, etc.), the designation of the
receiving party is to be forbidden. Furthermore, mutual anonymity should be
preserved.

(6) Neither the timing nor the method of termination should be altered for the
purpose of obtaining tissue.

(7) The donation of tissue must be done without monetary award. Commercial use
should be forbidden.

(8) For the purpose of ensuring strict adherence to the conditions above, the facility
that performs an early termination of pregnancy and removal (obtaining) of
tissue must be clearly separated from the facility that uses such tissue, and to
regulate the correlation of the two facilities there must be an external
organization that supervises both facilities.

8. Approval for the use of tissue from an aborted fetus should be gained from both the
parents after the decision to terminate a pregnancy has been made.

9. Concerning the approval of fetal tissue use, a certain period of time should be
reserved after termination, obtaining and preservation so that it is possible to
reconfirm the decision to donate and thereby provide an opportunity to retract that
decision.

10. Any person who involves with any research program which entails the use of tissue
from an aborted fetus should have the right to, if he or she so wishes for reasons of
conscience or personal values, withdraw his or her participation in the program;
further, that person should be legally protected from any harmful action based on

that claim of conscience.
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