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Q. Is cord blood stem cell storage a viable option in Indian Country?
A. Cord blood stem cell storage can offer patients both advantages and disadvantages.
Cord blood stem cell storage offers your patients possibilities to combat future disease, but from a practical standpoint your facility should make it very clear that the costs of long term storage are the family’s responsibility. (See one Sample Disclaimer below)

There can also involve difficult ethical and legal issues, so one helpful approach may be for your facility to provide a patient education component, to balance the information from the proprietary vendors.

Here are some resources to consider (below)

-Ethical and legal issues

-Counseling expectant patients

-Public versus private banks
-Cultural barriers / resistance among Native Americans 
-Summary

-Sample Disclaimer

-References

-Examples of private banks

Ethical and legal issues (also see Cultural Barriers)
Because cord blood banking is relatively new, the legal aspects are actively evolving, while the ethical issues raised by both public and private banking have not yet been resolved. A thorough discussion of these topics can be found elsewhere. However, a number of these issues are illustrated via the questions posed below:
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 Who owns a given cord blood unit, the child or the parents? Do the parents have the right to give the units away or sell them, or should they be held for the person from whom they came until he or she reaches maturity?

   If the cells are to be used for someone other than the person from whom they came, must both parents agree or is consent from one adequate? What happens if the parents disagree?
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 What happens to a unit stored by a for-profit company when there is a dispute within the family regarding its disposition? What should be done with a privately banked unit if the family stops paying the storage fees?

  [image: image3.png]


 When a cord blood unit is donated to a public bank, how can the privacy of the donor be protected without compromising the safety of the unit? Should a long-term link be maintained between units and donors, so that donors can alert the bank if they develop a disease that could be transmitted via the unit? Should the recipient be able to contact the donor in case additional blood cells may be needed (eg, hematopoietic stem cells, donor lymphocytes)? Alternatively, should all identifying links be destroyed, in order to preserve donor confidentiality?
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 How shall the conflict of interest between donation for public banking purposes and banking for autologous use be resolved? What are the ethical implications of the fact that many families are economically unable to bank their childrens' cord blood through a for-profit company, but do not have access to a bank that stores blood for public use?
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 When infectious disease (eg, HIV and other viral testing) and genetic testing is required for banking purposes, who should be informed of the results (eg, mother, father, child)? If nonpaternity is discovered in the course of testing, should that information be disclosed, and to whom (eg, mother, father, or child)?
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 Are for-profit cord blood banking companies exploiting parents at a vulnerable time in their lives, or providing a valuable service? What sort of truth in advertising should be expected of these companies?
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 What are the ethical ramifications of preimplantation genetic diagnosis and HLA typing for the purpose of producing a child who can supply a cord blood unit for an ill family member?
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 What liability for the quality of the cord blood unit is carried by a cord blood bank? What is the liability of the physician or midwife who performs the collection for private banking purposes?
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 Should we as a society be concerned about the commodification or commercialization of cord blood, a substance of increasing value? Is cord blood banking more akin to blood banking or organ donation?
Counseling Expectant Parents

During their pregnancies, many expectant parents become aware of the possibility of banking their infants' cord blood for potential future use. They may call upon their health care providers to help them decide whether or not to donate their infants' cord blood, or to pay to preserve it for private use. If the infant will be delivered at a hospital providing philanthropic donation to a public, non-profit cord blood bank at no cost to the family, such donation is encouraged.

The parents, however, may want to consider the following privacy issues associated with public banking:
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 How will infectious and genetic disease testing results be conveyed to the family?
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 What measures does the bank take to protect donor confidentiality?

Many parents, however, confront the question of whether to bank their infants' cord blood through a private, for-profit organization. Given the current uncertainties of this technology, the American Academy of Pediatrics does not recommend that parents routinely store their infants' umbilical cord blood for future use. The emotional vulnerability of parents who want to do "everything possible" to ensure the future welfare of their children must be recognized while helping families make this decision.

Private vs Public storage issues

Public versus Private Umbilical Cord Blood Banking: Editorial Green Journal
An individual's chance of using the blood is low. 
The possibility of a child's needing hematopoietic stem cell transplantation is low. Best estimates suggest the risk is 1 in 2,700,and the risk advanced by private companies, which one might expect to present the "best case" for cord blood need, is 1 in 1,400 Indeed, the literature reports few cases of an individual's receiving back his or her own banked cord blood, and industry publications, which one might expect would be eager to promote such cases, cite no more. Further, of reported cases, some involve families whose histories suggested the potential need for stem cell therapy before delivery and collection. 


Public setting best at this time
In sum, our arguments are not about the potential of umbilical cord stem cells, but are about the setting and system where that potential is best realized. We argue for public umbilical cord blood banking as a matter of good public health and economic sense. We foresee a day in which most patients will volunteer their cord blood to such banks. Those who do so will value real public benefits against the, sometimes, exaggerated claims of individual benefit advanced by private cord blood banks. We prefer, as a matter of public health and policy, to rely on public institutions to manage such a valuable resource as umbilical cord blood and trust that the integrity of these institutions and their obligation to the public will insure the future safety and availability of banked samples. 

Although we offer this vision, we cannot predict the future. Some private banks suggest that, in the future, stem cells and cord blood may be used to treat a host of other diseases, such as diabetes or Alzheimer's, in which specific cell lines are depleted or dysfunctional. For now, however, such potentials are, at best, hypothetical and, at worst, exaggerated claims designed to attract business. Time may prove that umbilical cord stem cells have compelling benefits to the individual, but for now the available evidence argues for the promotion of public rather than private cord blood banking.
Ecker JL, Greene MF. The case against private umbilical cord blood banking. Obstet Gynecol. 2005 Jun;105(6):1282-4.
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=retrieve&db=pubmed&list_uids=15932817&dopt=Abstract
Q. Are there any cultural barriers/resistance existed among Native Americans to becoming cord blood donors?
A. Yes, there are issues of the cost for long term cord blood storage, as well as cultural issues. Below are five resources about various aspects of cord blood and tissue donation. 
1.) Why should minorities be concerned about organ donation?

Some diseases of the kidney, heart, lung, pancreas, and liver are found more frequently in racial and ethnic minority populations than in the general population. For example, African Americans, Asian and Pacific Islanders, and Hispanics are three times more likely to suffer from end-stage renal disease than Caucasians. Native Americans are four times more likely than Caucasians to suffer from diabetes. Some of these diseases are best treated through transplantation; others can only be treated through transplantation.
Successful transplantation often is enhanced by the matching of organs between members of the same ethnic and racial group. For example, any patient is less likely to reject a kidney if it is donated by an individual who is genetically similar. Generally, people are genetically more similar to people of their own ethnicity or race than to people of other races. Therefore, a shortage of organs donated by minorities can contribute to death and longer waiting periods for transplants for minorities. http://www.unos.org/qa.asp 
2.) Q: Why is there a need for women from all racial and ethnic groups to donate their baby's cord blood?

A: Because the tissue traits that are used to match a cord blood unit with a patient are inherited, a patient's most likely match will be cord blood donated by someone of the same heritage. American Indian and Alaska Native, Asian, Black and African American, Hispanic and Latino, Native Hawaiian and Other Pacific Islander, and multiple-race patients face a greater challenge in finding a match than White patients. 

NMDP cord blood banks are working in local communities to increase the racial and ethnic diversity of NMDP cord blood listings. From 2001 to 2003, the likelihood of finding a matched cord blood unit has grown at least twofold for patients from all racial and ethnic groups. Still, some patients are unable to find a match because of the rarity of their tissue traits. Some tissue traits are more likely to be found among people of a particular racial or ethnic heritage. That is why a pressing need remains for more cord blood donations from American Indian and Alaska Native, Asian, Black and African American, Hispanic and Latino, Native Hawaiian and Other Pacific Islander, and multiple-race donors. http://www.marrow.org/DONOR/cord_blood_faqs.html#minority
National Marrow Donor Program http://www.marrow.org/DONOR/cord_blood_faqs.html
3.) Native Village: Youth and Education News: Umbilical Cord Blood Donation
Cryobanks International is a facility accepting umbilical cord blood donations throughout the United States. Umbilical cord blood is rich in stem cells used in place of bone marrow for transplants.  Cryobanks is now working with Dave Jackson, a Native American Advocate and high-risk OB physician, to sponsor an umbilical cord blood donation program.  Umbilical Cord Blood Donation is a painless, non-invasive process that utilizes cord blood that would otherwise be discarded as medical waste.  Currently, Native Americans in life and death searches have little chance to find a stem cell match. Donations are accepted from anywhere in the Continental United States. 

There is no charge to donate, but be sure to ask about storage charges. ipressler@cryo-intl.com
Native Village: Youth and Education News December 10, 2003 Issue 124, Volume 3
http://www.nativevillage.org/Archives/2003/Dec%2010%20NEWS/Native%20Village%20News%20,%20Dec%2010%202003%20I%20124%20V3.htm
Learn more about Cryobanks: http://www.cryo-intl.com/ 

4.) Sacred symbolic value associated with the placenta, umbilical cord, and umbilical cord blood

Excerpt:

Yet, in many indigenous cultures, including Native American, the placenta, umbilical cord, and umbilical cord blood have sacred symbolic value associated ...

Abstract:. Religious discussion of human organs and tissues has concentrated largely on donation for therapeutic purposes. The retrieval and use of human tissue samples in diagnostic, research, and education contexts have, by contrast, received very little direct theological attention. Initially undertaken at the behest of the National Bioethics Advisory Commission, this essay seeks to explore the theological and religious questions embedded in nontherapeutic use of human tissue. It finds that the "donation paradigm" typically invoked in religious discourse to justify uses of the body for therapeutic reasons is inadequate in the context of nontherapeutic research, while the "resource paradigm" implicit in scientific discourse presumes a reductionist account of the body that runs contrary to important religious values about embodiment. The essay proposes a "contribution paradigm" that provides a religious perspective within which research on human tissue can be both justified and limited. http://muse.jhu.edu/
Campbell, Courtney S. 1956- "Religion and the Body in Medical Research"
Kennedy Institute of Ethics Journal - Volume 8, Number 3, September 1998, pp. 275-305 
The Johns Hopkins University Press

http://muse.jhu.edu/cgi-bin/access.cgi?uri=/journals/kennedy_institute_of_ethics_journal/v008/8.3campbell.html
5.) Ethical bases for the DRAFT Indian Health Service's (IHS) Guidelines about the collection and use of research specimens. Here is footnote number 34
“34. People in some Tribes have traditional beliefs that the placenta, umbilical cord, and umbilical cord blood are sacred and must be handled in a special manner. IHS hospitals give such tissues back to the patient or family upon request. “
This paper presents the ethical bases for the DRAFT Indian Health Service's (IHS) Guidelines about the collection and use of research specimens (Appendix A). The Guidelines were designed to be a working document for American Indian and Alaska Native (AI/AN)(3) Tribal communities and people; its ethical rationale was not discussed. The Guidelines are relevant to most U.S. people, researchers, and policy makers; if researchers and ethicists are to them as relevant, however, that ethical rationale must be clarified and convincing…

For the proper perspective please view the entire paper at link below.

http://scholar.google.com/scholar?hl=en&lr=&q=cache:lN-Ni_NcrDoJ:www.unm.edu/~hsethics/pubfreeman.htm+The+role+of+Community+in+research+with+stored+tissue+samples
This was published in Weir R (ed.). Stored tissue samples: Ethical, legal, and public policy implications. U. Iowa Press; Iowa City, IA. 1998: 267-301. This file is the pre-edited next-to-final version. For the final, printed, version, please see the book.
* This paper does not necessarily represent the views of the Indian Health Service. 

Summary

Parents considering private cord blood banking should be informed of the following issues:

Umbilical cord blood transplantation has shown encouraging results, but in general is still considered investigational.

The indications for this procedure are limited to certain genetic, hematologic, and malignant disorders.

Routine storage of umbilical cord blood as "biologic insurance" against future disease is not recommended.

Cord blood banked by families is much more likely to be used by the donors' siblings than by the donors.

Private storage of umbilical cord blood should be considered if there is a family member with a current or probable future need for hematopoietic cell transplantation.

If parents decide to proceed with cord blood banking through a private agency, it is wise for them to thoroughly investigate available companies. There are various online resources available to guide parents in this process. At a minimum, parents should be advised to do the following:

Read all contracts thoroughly and know all costs associated with banking through a given company.

Understand whether the stored cord blood will be available for autologous use only, or whether another member of the family, such as a sibling, could utilize the unit should the need arise (so-called "family use").

Confirm that the company is financially and otherwise stable, since the cord blood may be stored for years to decades before being used.

Inquire whether the company is accredited by a reputable regulatory agency (eg, the American Association of Blood Banks).

Know how long the company has been involved in cord blood storage, how many samples they currently have in storage, whether any units banked through the company have been used for transplantation, and their outcomes.
Cord blood donation should be done in a culturally and ethnically sensitive manner

Finally, there may be no charge to donate, but be sure to ask about storage charges.
Sample Disclaimer
AUTHORIZATION TO COLLECT CORD BLOOD
At the request of my patient, ____________________________, I agree to collect the cord blood from the baby’s umbilical cord immediately following delivery. I understand that while collection is a relatively simple process, complications may occur during delivery which could prevent the collection of the cord blood or produce an inadequate specimen. The above mentioned patient agrees that my judgment shall be absolute and final, with the best interest of the mother and infant in mind and releases _______(your facility) ______ their Board of Directors and Officers, and the medical staff of any and all liabilities surrounding the collection and handling of the cord blood. In addition, the above mentioned patient understands that neither the _______(your facility) ______ shall bear any costs for the collection, transportation, or storage of the cord blood.

____________________________________

Signature of patient
____________________________________

 Patient name printed
____________________________________

Signature of counseling health provider
_____________________________________

Counseling health provider name printed
______________

Date
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Examples of private cord banks 

(random examples, no endorsement of sponsorship)
http://www.thebabydepartment.com/search.aspx?keywords=cord%20blood
http://www.thebabydepartment.com/search.aspx?keywords=cord%20blood
http://10.100.1.20:15871/cgi-bin/blockpage.cgi?ws-session=2064230918
http://ga.cordbloods.net/
http://www.cryo-cell.com/
