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December 2007 (Revised 3/2007). 

Policy on Human Embryonic Stem Cells

Due to the ethical and moral implications surrounding the field of embryonic stem cell research and the current political climate, the Institutional Review Board (IRB) has adopted this policy for proposals involving this area of research.  

Prior to beginning any work with human embryonic stem cells (“hESC”) at Children’s Memorial Hospital (“CMH”) or Children’s Memorial Research Center (“CMRC”), Principal Investigators are required to submit their proposals to the IRB for review.

The IRB Chair will make the determination as to whether the project is considered exempt or if expedited or full board review is warranted. An Investigator cannot make this determination.

When submitting a proposal the following items are required:

1. Cover letter with the following information:
a. Principal Investigator

b. Title of project

c. Anticipated start date

d. Justification for exempt status based on the exempt status categories as defined in 45 CFR 46.101(b) (1)-(6). Please see the OHRP website for categories and information on exempt research: http://www.hhs.gov/ohrp/policy/index.html#exempt and http://www.hhs.gov/ohrp/humansubjects/guidance/stemcell.pdf 
2. Office of Sponsored Programs Routing Form (OSP Form) with required signatures and verification of Human Subjects Training.

3. Research Plan:

a. Describe research plan and procedures

b. Identify the clinic that will supply the embryos and obtain a copy of all informed consent documents. If the clinic is affiliated with an academic institution please provide the IRB approval documents and Federalwide Assurance (FWA) number. 
c. Describe how the embryos will be obtained, and whether they are considered donated or discarded. Does the clinical informed consent document contain information regarding donation of embryos to research? In Vitro Fertilization (IVF) clinic consent forms should adequately inform the donors regarding any use of their donated or discarded embryos for research purposes. 

4. Please provide documentation that the clinician at the IVF clinic has agreed to donate the embryos for use on your research project(s). 

5. Documents for the CMH IRB – you may refer to the CMH IRB website at www.childrensmrc.org/researchadministration/ORIC  and the link to the IRB, in order to access the forms required for the submission to the IRB. The IRB Chair, upon receipt of the submission, will confer with the board to determine whether a full board or an expedited review will be required. 

6. In addition to the above requirements, you will need to submit your proposal to the Northwestern University Embryonic Stem Cell Research Oversight (ESCRO) committee for their review. 

IMPORTANT: Prior to submitting to NU ESCRO, you are required to submit and obtain the CMH IRB letter of determination/approval.

For additional information or questions please contact the IRB staff. Contact information is located on the website listed above.

