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| Abstract |

ith uncertainty and the possibility of serious risks, stem cell based therapies should be
W introduced to clinical practice only after clinical trials demonstrate their efficacy and safety.
The ethical issues related to current stem cell based therapies are examined based upon ethical
principles. For the ethical conduct of clinical trials using stem cells, the guidelines for all clinical
research should be followed. Because of highly innovative nature of such trials, special attention
must be paid to rigorous scientific and ethics review in comparison of currently available
treatments, assurance of voluntary informed consent and publication of findings of the clinical trial
including negative results and adverse effects. International guidelines and Korean regulations
are surveyed for justifiable medical use of unproven stem cell-based interventions. Key features
include application of such innovative intervention only to a very small number of seriously il

patients, following a written protocol, approval from an ethics committee, informed consent,

safety monitoring, follow-up data collection to evaluate effectiveness and adverse effects and
transition to a formal clinical trial in a timely fashion after experiencing a few patients.
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Table 1. Permissible conditions for the use of unproven intervention clarified in the Declaration

of Helsinki (2008 version)

Ethical Issues in Stem Cell Therapy
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« Proven interventions do not exist or have been ineffective.

- The physician needs to seek expert advice on the use of unproven intervention.
« Informed consent from the patient or a legally authorized representative must be

secured.

« Use of an unproven intervention in the physician’s judgment is likely to offer hope of HE

saving life, re-establishing health or alleviating suffering .

« \Where possible, this intervention should be made the object of research, designed to

evaluate its safety and efficacy.

Az A The i]g Thgke]
fl= @Al A= FEe] A
55 AFshs o a4
w7 skl Aol H2olc),
AN A5 A= 2dH o=

A7 oA, Aol 321,

« In all cases, new information should be recorded and, where appropriate, made publicly

available. oA AolE i 48 BT
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Table 2. Conditions for justifiable medical use of unproven stem cell-based interventions SFAAY G50 UFHA e
1. Application only to a very small number of seriously ill patients S7NEE AHES i] BEE I

2. A written protocol with scientific and ethical justification of the intervention orfEo] Azhek dEs 71 A&

3. Prior approval from an IRB or an ethics committee
4. Voluntary informed consent from the participants

5. Appropriate facilities and qualifications of personnel

6. Patient safety monitoring and adequate timely care for adverse events
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7. Follow-up data collection to evaluate the effectiveness and adverse effects

8. Presenting outcomes to scientific community including adverse effects and negative

results

9. Transition to a formal clinical trial in a timely fashion after experiencing a few patients
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Table 3. Korean FDA regulations for the approval of emergency use of unapproved cell therapy products

94 e MEARAE P

A. Indication
1. Life threatening diseases

2. Imminent medical conditions for which a physician expects the cell therapy as beneficial
3. Medical conditions with no alternative treatments for which a physician expects the

cell therapy as the potentially beneficial last resort

B. Necessary approvals
1. Approval from an IRB.

If the patient is in an imminently life-threatening condition such as terminal cancer, IRB
approval must be secured before the administration of the cell therapy product

2. Approval from the Korean FDA
C. Application documents for Korean FDA approval

1. Medical record of the patient and summary of the physician’s opinion

2. Certificate of a diagnosis of the patient
3. Informed consent as described in Korean GCP
4. Company'’s agreement of free supply of the product

D. Other Requirements

1. The cell therapy product used for emergency use should be applied to the Korean FDA
as a formal clinical trial within one month after the application of the emergency use.

2. The doctor must submit to the Korean FDA the Case Report Form recording route,
doses, duration and number of administration, clinical examinations, endpoints,

adverse events, follow- up data, etc.

E. Sanctionable cases for which Korean FDA put a limitation of approval of emergency

use

1.When a company or a physician does not apply a formal clinical trial using the cell therapy A7}, B
product to the Korean FDA within one month after the application of the emergency use of the

cell product

2. When a company or a physician advertise the result of the emergency, or utilize for

commercial pur- poses

3. When a company or a physician apply for the emergency use of cell product at a scale of a

formal clinical trial

4. When a company or a physician fails to take the duty of presenting to the Korean FDA the Case

Report Form recording at least six month follow-up data

5. When a company or a physician fail to get an IRB approval before the administration of the cell
therapy product for a patient with an imminently life-threatening condition such as terminal

cancer
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