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ISSCR SAMPLE RESEARCH CONSENT FORM

Embryo Donation for Stem Cell Research

(Embryos Created for Fertility Purposes and in Excess of Clinical Need)

PROJECT INFORMATION

You are being asked to donate embryos for a human embryonic stem cell research project led by [name of principal investigator] at [name(s) of institution(s)]. 

Embryonic stem cells can be found in embryos around the fifth day of development.  These stem cells have the unique ability to turn into any kind of specialized human cell, such as liver cells, heart cells, pancreatic cells, or nerve cells.  For this reason, embryonic stem cells can be used to study, and possibly one day help treat, diseases or injuries that have caused patients’ specialized cells to die or become damaged – diseases and injuries such as Parkinson’s disease, heart disease, diabetes, and spinal cord injury. 

WHAT WILL HAPPEN TO THE DONATED EMBRYOS?

None of the embryos that are donated to this research project will be used to produce a baby or a pregnancy.  And no embryos will be allowed to develop for more than a total of 14 days after conception.  [If using frozen embryos, add: “The time period that the embryos are frozen does not count toward this 14 day limit.”] 

Researchers will only use your donated embryos to attempt to get new embryonic stem cells before the 14 day limit.  The donated embryos will be destroyed during the stem cell collection process.

Your agreement to donate embryos does not guarantee that the embryos will actually be used for this research project.  Nor is there any guarantee that researchers will be able to get stem cells from the embryos you donate.  Researchers will routinely discard as medical waste any donated embryos which are not used for this research project.  

WHAT WILL HAPPEN TO THE COLLECTED STEM CELLS?

It is likely that the collected embryonic stem cells will be stored for many years.  Embryonic stem cells have the ability to self-renew indefinitely, and they are likely to be used by researchers at other institutions and for many other research purposes.     

One possible research use of these stored stem cells might involve changing some of their genes.  Another possible research use might be to study some of the stem cells by placing them into laboratory animals.  In addition, the stored stem cells might be used in the future for new research related to human stem cell transplantation.  These are just three common examples of what might happen to the stored stem cells.  But there are many other future possible research uses that are simply unknown at this time.

As an embryo donor, you will have no say as to which institutions or researchers may share the stem cells made from the embryos.  If stem cell transplantation studies are developed in the future, you will have no say as to who may be a transplant recipient of the stem cells derived from your embryos.  

WHAT IF I CHANGE MY MIND?
You may withdraw your consent for whatever reason at any time before stem cells are removed from your embryos.  However, if you withdraw your consent after the embryos have left the fertility clinic, then the embryos will no longer be suitable for reproductive purposes and will have to be destroyed.  Also, once stem cells are collected from your embryos, you will not be able to change your mind or request that any of the collected stem cells be removed from this research project. 

WHAT ARE THE POTENTIAL BENEFITS OF DONATING EMBRYOS FOR THIS PROJECT?

This research project is not intended to provide any direct medical benefit to you or anyone else.  Your embryo donation should be made solely for the advancement of this research project and stem cell research in general.

[As applicable: The stem cells that are collected from your donated embryos may have significant commercial potential in the future.  However, by signing this form you understand that there are no plans for you to receive any direct financial benefits from any future commercial development and scientific patents of discoveries made through the use of these stem cells.]

WHAT ARE THE POTENTIAL RISKS OF DONATING EMBRYOS FOR THIS PROJECT?

If you donate all of these embryos for this research project, none of them will be available for future fertility uses.  This means that if you later decide that you want to have a child via in vitro fertilization, you will have to undergo a completely new in vitro fertilization cycle.  

Furthermore, there are some psychological risks you need to consider.  Some people who donate embryos for stem cell research might experience feelings of anxiety or regret.  Some may also feel vulnerable and anxious during the consent process.  

CONSENT AND SIGNATURE

I hereby give my voluntary consent to donate  _______ (insert number) embryos for the research project entitled [Project Title[
_____________________________Date:__________    __________________________

                Signature 



                                 Printed Name
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