BBI Comments

As a supporter of embryonic stem cell research, B'nai B'rith International (BBI) is pleased that NIH has moved forward with guidelines to implement Executive Order 13505. As an organization focused on improving the quality of life for older adults, BBI has been an advocate for embryonic stem cell (ESC) research because of the unique promise that research offers. 
Despite the impression often left by media coverage, this research can be conducted ethically, and is supported by many people because of, rather than in spite of, their faith or sense of morality. This is not a battle between religion or morality on one side and scientific endeavor on the other. Instead, this is a promising opportunity to improve the lives of millions of people and their families now, and in the future. 

The proposed NIH guidelines are a [promising] starting point and include several elements which the advocacy community can applaud. We hope going forward that NIH will find ways to fund all methods of ethical and responsible research in this area. Toward that end, there are several areas in which the guidelines could be improved, refined or clarified in ways which will help move this research agenda forward. 

BBI applauds NIH for making important distinction between ESC and embryos. 

The guidelines correctly identify the distinctions between stem cell lines which are derived from embryos and the embryos themselves. This is important because it allows research using stem cell lines to go forward with a clearer understanding of which restrictions will, and will not apply to stem cell lines. 

BBI asks that guidelines clarify the scope of new rules.

NIH is the primary, but by no means the only source for federal funding of scientific or medical research. We would ask that there be some clarification in the guidelines to the effect that NIH expects other federal agencies to use the same standards and requirements. 

BBI hopes to see all responsibly and ethically derived lines become eligible for federally funded research.
Currently the guidelines contain unnecessary and harmful prohibitions on certain sources of stem cells. 

Embryo derivations is a problematic issue, but the restrictions go too far by banning funding for methods like somatic cell nuclear transfer (SCNT). This is a promising avenue for both treatment and research. SCNT creates additional potential for developing trait or disease specific stem cell lines, which could lead to better understanding of the mechanisms of disease, as well as to better treatment options. SCNT could also be a treatment mechanism in the future, and the prohibition on funding for this and other similar sources of stem cell lines. 

BBI believes that that NIH should have a role in facilitating a registry of lines eligible for federally funded research. 
The guidelines suggest that the grantees themselves be able to assure that the lines they use are qualified. However, this would create a considerable and unnecessarily duplicative burden on research institutions. A federally maintained registry would be more efficient. In lieu of that, researchers should be able to use the previous approval of a grant for a stem cell line as sufficient evidence of qualification of that line.

Informed Consent Provisions
We agree wholeheartedly that couples or individuals who donate consider donating embryos from their own family planning and should do so with a full understanding of what that decision entails. We also believe that it is critically important to respect the intimate relationship between individuals seeking assistance at IVF clinics and their physicians and service providers. By using the phrase “all other options” the current draft guidelines create an unnecessary and perhaps unintentional burden on that relationship. We would ask that the guidelines make clear that potential donors be made aware of all options routinely made available through this clinic or facility, rather than an undefined “all options.”

Conclusion

Medical and scientific research, including embryonic stem cell research, holds great promise for alleviating the suffering of the 100 million American patients who are living with devastating diseases for which there are no cures.  We thank you for your commitment to advancing the field and for your consideration of our comments as you work to finalize the guidelines for this vital scientific research.
