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Points To Consider
In Evaluating Basic Resear ch I nvolving Human Stem Cells

Thefollowing Pointsto Consider are presented not to prejudge the question whether human stem cell
research should be conducted using federal funds. Rather, this document describes some of the ethical,
clinical, scientific, and legal issues that could be considered when designing and/or reviewing studies that
involve access to and use of human stem cells. These Pointsto Consider are only relevant for designing
and evaluating studies where the role of the individual (s) who provide gametes, fetal tissue or embryosis
limited to providing these materials for research that isintended to devel op generalizable new knowledge.
These Pointsto Consider do not apply to situations in which an individual would be the recipient of a stem
cell-based therapy, nor do they apply to studies involving human/animal hybrids.

l. Scientific and Resear ch Design Consider ations

Several issues arise when designing research involving human stem cells, consideration of which would
help ensure that research iswell-designed, important, feasible, and timely. Theseissues are of particular
significance given the nature of the materials.

A. The Source From Which The Human Stem Cells Will Be Obtained
1. Fromexisting cdl lines (such as neuronal or hematopoietic stem cells)
2. From aborted fetal tissue (following spontaneous or induced abortion or surgical
termination of ectopic pregnancy)
3. From stored/spare embryos obtained from infertility treatment
4.  From embryos produced for research purposes (including somatic cell nuclear transfer)

B. Previous Research Involving Animals
C. Alternatives To Using Human Stem Cdlls

D. Future Plans And Conservation Of Gametes, Fetal Tissue, and Embryos
1. Will stem cdls be produced and stored for later use?
2. If aparticular protocol isbeing proposed using stored embryos, doesit use only the number
of embryos necessary?
3. What plans exist in the event that additional stem cells are needed?

E. TheResearch Setting
1. Aretheinvestigators scientifically qualified to carry out the proposed research?
2. Istheresearch environment (including facilities) appropriate for the conduct of research
involving stem cdlls?

. I dentification of Providersand Donors, Recruitment Practices, and Compensation

Several issuesin identifying individuals (or couples) who may be asked to consider providing gametes,
fetal tissue, or embryos for research involving human stem cells, consideration of these issues could
help to ensure that no inappropriate burden, inducement or exploitation would occur.

A. ldentification And Recruitment Practices
1. Arepotential donors or providersidentified through advertisements to the general public? Are
they identified through direct solicitation? Do they self-select?
2. Isthesdection of such individuals equitable and fair?
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Arethese individuals vulnerable to undue influence, coercion or exploitation? Does the
recruitment method rai se concerns about undue influence or coercion of the prospective
donors? embryos?

Arethe potential donors capable of giving an informed consent?

In which circumstancesisit appropriate to identify and recruit an individual aswell ashisor
her partner?

B. Compensation And Reimbursement

1

2.

3.

4.

Will any financial compensation be paid to individuals (or couples) who provide source
material ?

Does the compensation exceed the costs already being incurred (for example, the cost of
embryo storage)? Will this fact be disclosed?

Does the compensation reimburse the individual (or couple) for specific services (e.g.,
gametes, infertility services)?

When isthe offer of compensation made relativeto individual’s (or coupl€' s) decision to
make available the materials from which stem cellswill be derived?

I11. Informed Consent

Several issues arise in the process of informed consent (including the content of consent forms);
considering these issues would help to ensure that ensure prospective donors or providers of source
materials would receive timely, relevant and appropriate information to make informed and voluntary

choices

A. Genera Considerations For Individuas (or Couples) Who Provide Gametes, Fetal Tissues or

Embryos

1.  Whowill obtain informed consent? Will aclinician and researcher be available to answer
guestions?

2. Isit appropriate for othersto participate in the consent process (e.g., partner or family
member)?

3. Will psychological support mechanisms bein place when needed?

4.  Arethe purposes of stem cell research (in general) fully described?

5. If aspecific research protocol is being contemplated with stem cells obtained, isthe
protocol fully described?

6. What are the possible risks to the woman (or partner) from the procedure to obtain stem
cdls, and how will these be minimized?

7. Will the consent form clearly disclose that stem cell research is not intended to benefit
them directly?

8. Isit clear that decisionsto consent to or refuse the procedures to obtain stem cells will not
enhance the quality of care they will receive?

9.  Will individuals be informed that no medical or genetic information about the gametes,
fetal tissue, embryos, or stem cells derived from these sources will be provided?

10. What measures will be taken to protect the privacy and confidentiality of individuals who
provide gametes, fetal tissue or embryos?

11. Isthe source of funding for research (public, private, public/private, philanthropic)
disclosed?

12. What known commercial benefits, if any, are expected to arise for the investigators seeking

to obtain human stem cells?

B. Issues Specific To Consenting To The Use of Fetal Tissue
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C.

D.

V.

Isthere a description of what is usually done with fetal tissue at the ingtitution at which
individuals are undergoing termination of pregnancy? Is thisinformation availablein
written form and provided to the individuals?

Isthere a description that the decision to permit research will entail that research may begin
immediately.

I ssues Specific To Consenting To The Use of Embryas Obtained From Infertility Treatments

Isthere a description of what is usually done with spare embryos at the ingtitution at which
individuals are undergoing infertility treatment? Is thisinformation available in written form
and provided to the individual s?

Will information be made available about whether the spare embryo was viable and normal or
non-viable and abnormal ?

Isthere a description of options available (e.g., permit material to be used in research,
cryopreserve, discard, donate to another couple for infertility treatment)?

Isit clear that the embryos used in research will not, under any circumstances, be transferred
to any woman'’ s uterus?

Isit clear that the research will result in the destruction of the embryo? Is the method
described?

I ssues Specific To Consenting To The Use of Gametes

1

2.

Will individuals be informed whether embryos will be produced with the gametes (e.g.,
using invitro fertilization, or somatic cell nuclear transfer?)

Isthere a description of what is usually done at this institution with gametes not used for
research?

Isthere a description of options available (e.g., permit materials to be used in research,
cryopreserve, discard, donate to ancther couple for fertilization and transfer)?

Isit clear that the embryos produced for research purposes (whether by IVF or somatic cell
nuclear transfer) will not, under any circumstances, be transferred to any woman'’ s uterus?

Review | ssues

Several issues arisein the review and oversight of research involving human stem cells; consideration of
these issues will provide assurance that, regardless of the source of funding, appropriate compliance with
applicable regulations, guidelines and other standards will occur. These considerations would supplement,
not replace, applicable federal and state regulations.

A. Applicability of Relevant Regulations
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1
2.

What current guidelines, regulations, rule, or policies apply to the conduct of this research?
What mechanisms are in place to assure compliance with these regulations?

Applicahility of Professional Practice Standards
IRB Review
Submission of Research Findings for Publication

Other Responsibilities of Investigatorsand Collaborating Clinicians

! Note: For persons who provide sperm anonymously, the details of the consent form and the
specificity of the informed consent process may vary—EMM 2/15/99



NBAC Staff Draft, 2/23/99; E.M. Medin



