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Transplants

HSC Transplant activity worldwide 1980-2009
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International Society for Stem Cell Research

 Promote safe, effective, innovative clinical translation:
— Educate scientists and medical practitioners world-wide
— Establish professional standards
— scientific, medical, ethical
— Help inform, formulate regulatory pathway
— Train translational physician scientists
— Educate patients and their families
— Spotlight clinics marketing unproven treatments



Why are stem cells different from drugs?

Stem cell products are entirely novel

Stem cells persist in the patient

Animal models only partially predictive
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New ISSCR Guidelines Underscore Major Principles
for Responsible Translational Stem Cell Research
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Medical innovation (outside formal clinical trial)




Declaration of Helsinki (10/19/13)
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Ethical Principles for Medical Research Involving Human
Subjects [

World Medical Association

JAMA. Published online October 19, 2013. doi10.1001/ama.2013.281053 TextSize: A A A

UNPROVEN INTERVENTIONS IN CLINICAL PRACTICE

37. In the treatment of an individual patient, where proven interventions do not exist or other known
interventions have been ineffective, the physician, after seeking expert advice, with informed consent from
the patient or a legally authorised representative, may use an unproven intervention if in the physician's
judgement it offers hope of saving life, re-establishing health or alleviating suffering. This intervention
should subsequently be made the object of research, designed to evaluate its safety and efficacy. In all cases,
new information must be recorded and, where appropriate, made publicly available.
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Is the individual clinic or entity offering or claiming to offer
an intervention that uses stem cells or their derivatives?

o)
Is the entity supplying or

claiming to supply stem cells ar
their derivatives?

Is the entity
offering another

Is the entity
claiming or

implying a
therapeutic use?

stem cell related
service?

no no
Exit
Determining
elements of inguiry
Is there evidence of Is there evidence of
human protection national regulatory
oversight? oversight?
o o yes to
either both

—

Entity is listed as Entity is listed as
UNDOCUMENTED DOCUMENTED

yes

Y

Are the only clinical applications
advertised blood stem cells used
to treat conditions of the blood- | yes
forming or immune systems, |——%
epidermal stem cell therapies for
burns or limbal stem cell
tmnsplantatlnn?

Informational
elements of inguiry

1-2 peer reviewed 1-2 peer reviewed
papers papers describing
demonstrating outo me of human
sciertific principles clinical trials
available on available on
Med line Medline

The IS5CR may also supply references subject to the

same gualifications as outlined above that may
provide either a supportive or counter argument
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Promoting ethical, effective care

Community and Professional standards

— Reinforced thru continuing education, practice guidelines,
professional societies, peer consultation

— Professional accreditation/ certifications
— Practice standards and legal liabilities
— Tort law and medical malpractice

Reqgulatory oversight
— Legal, governmental, institutional

Market forces
Need to address patient, family needs
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