
NIH Guidelines on Human Stem Cell Research

March 9, 2009:
• President Obama issued Executive Order

- “removing barriers to responsible scientific research”

April 23, 2009: 
• Draft Guidelines released

- 30 day public comment period

July 7, 2009: 
• Final Guidelines released

- establishes new NIH Stem Cell Registry

August 25, 2009:
• Draft submission form released

- request for inclusion on NIH Stem Cell Registry

September 21, 2009:
• NIH announces members of the Working Group of the Advisory Committee

- online submission form became active

September 23, 2009:
• WiCell submits WA01 (H1) as the first hES cell line for review



Section II (B).  Applicant institutions proposing research using hESCs derived
from embryos donated in the U.S. before the effective date of these 
Guidelines may establish eligibility for NIH funding in one of two ways: 

1) By complying with Section II (A) of the Guidelines; or 
2) By submitting materials to a Working Group of the Advisory Committee to 

the Director (ACD)
• The materials submitted must demonstrate that the hESCs were derived 

from human embryos: 1) that were created using in vitro fertilization for 
reproductive purposes and were no longer needed for this purpose; and 2) 
that were donated by donor(s) who gave voluntary written consent for the 
human embryos to be used for research purposes.

• The Working Group will review submitted materials, e.g., consent forms, 
written policies or other documentation, taking into account the principles 
articulated in Section II (A), 45 C.F.R. Part 46, Subpart A, and the following 
additional points to consider. That is, during the informed consent process, 
including written or oral communications, whether the donor(s) were: (1) 
informed of other available options pertaining to the use of the embryos; (2) 
offered any inducements for the donation of the embryos; and (3) informed 
about what would happen to the embryos after the donation for research.























Draft Guideline Category

Cell Line Provider
Cell lines

B1 B2 B3 B4 B5 B6 B7

a b c d e f g h i

Cellartis
SA01, SA02

ES Cell International
ES01, ES02, ES03, ES04, 
ES05, ES06
Bresagen/Novocell
BG01, BG02, BG03

Technion
TE03, TE04, TE06

University of California 
San Francisco UC01, UC06

WiCell Research Institute
WA01, WA07, WA09, 
WA13, WA14

= Non‐compliant = Unsure = Compliant



Section II (A), hESCs should have been derived from human 
embryos: 

1) that were created using in vitro fertilization for 
reproductive purposes and were no longer needed for 
this purpose; 

2) that were donated by individuals who sought reproductive 
treatment (hereafter referred to as "donor(s)") and who 
gave voluntary written consent for the human embryos to 
be used for research purposes; and 

3) for which all of the following can be assured and 
documentation provided, such as consent forms, written 
policies, or other documentation, provided: 
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a) All options available in the health care facility where 
treatment was sought pertaining to the embryos no longer 
needed for reproductive purposes were explained to the 
individual(s) who sought reproductive treatment. 

b) No payments, cash or in kind, were offered for the donated 
embryos. 

c) Policies and/or procedures were in place at the health care 
facility where the embryos were donated that neither 
consenting nor refusing to donate embryos for research 
would affect the quality of care provided to potential donor(s).
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d) There was a clear separation between the prospective donor(s)’s decision 
to create human embryos for reproductive purposes and the prospective 
donor(s)'s decision to donate human embryos for research purposes. 
Specifically: 

i. Decisions related to the creation of human embryos for reproductive 
purposes should have been made free from the influence of researchers 
proposing to derive or utilize hESCs in research. The attending physician 
responsible for reproductive clinical care and the researcher deriving 
and/or proposing to utilize hESCs should not have been the same person 
unless separation was not practicable. 

ii. At the time of donation, consent for that donation should have been 
obtained from the individual(s) who had sought reproductive treatment. 
That is, even if potential donor(s) had given prior indication of their intent 
to donate to research any embryos that remained after reproductive 
treatment, consent for the donation for research purposes should have 
been given at the time of the donation. 

iii. Donor(s) should have been informed that they retained the right to 
withdraw consent for the donation of the embryo until the embryos were 
actually used to derive embryonic stem cells or until information which 
could link the identity of the donor(s) with the embryo was no longer 
retained, if applicable. 



e) During the consent process, the donor(s) were informed of the following: 
i. that the embryos would be used to derive hESCs for research; 
ii. what would happen to the embryos in the derivation of hESCs for 

research; 
iii. that hESCs derived from the embryos might be kept for many years; 
iv. that the donation was made without any restriction or direction regarding 

the individual(s) who may receive medical benefit from the use of the 
hESCs, such as who may be the recipients of cell transplants.; 

v. that the research was not intended to provide direct medical benefit to the 
donor(s); 

vi. that the results of research using the hESCs may have commercial
potential, and that the donor(s) would not receive financial or any other 
benefits from any such commercial development; 

vii. whether information that could identify the donor(s) would be available to 
researchers. 
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