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@15197 1. 1W/S8ufien CIOMS Guideline version 2002 Lag 2012

CIOMS version 2002

CIOMS version 2012

Guideline 1: Ethical justification and scientific validity of
biomedical research involving human beings

Guideline 1 — Social value 2002 guideline 1 modify

Guideline 2: Ethical review committees

Guideline 2 — Research conducted in low-resource set-
tings - 2002 guideline 10 modify

Guideline 3: Ethical review of externally sponsored
research

Guideline 3 — Equitable distribution of benefits and
burdens in the selection of groups of participants in re-
search 2002 guideline 12

Guideline 4: Individual informed consent

Guideline 4 — Potential benefits and risks of research —
2002 guideline 8 modify

Guideline 5: Obtaining informed consent: Essential infor-
mation for prospective research subjects

Guideline 5 — Choice of control in clinical trials — 2002
guideline 11

Guideline 6: Obtaining informed consent: Obligations of
sponsors and investigators

Guideline 6 — Caring for participants’ health needs —
2002 guideline 21 modify

Guideline 7: Inducement to participate

Guideline 7 — Community engagement NEW

Guideline 8: Benefits and risks of study participation

Guideline 8 — Collaborative partnership and capacity
building for research and review — 2002 guideline 20
modify

Guideline 9: Special limitations on risk when research in-
volves individuals who are not capable of giving informed
consent

Guideline 9 — Individual informed consent — 2002 guide-
line 4

Guideline 10: Research in populations and communities
with limited resources

Guideline 10 — Modifications and waivers of informed
consent 2002 guideline 5,6,9 modify

Guideline 11: Choice of control in clinical trials

Guideline 11 — Use of stored biological materials and
related data NEW

Guideline 12: Equitable distribution of burdens and ben-
efits in the selection of groups of subjects in research

Guideline 12 — Use of health-related data in research
NEW

Guideline 13: Research involving vulnerable persons

Guideline 13 — Reimbursement and compensation for
research participants - 2002 guideline 19,20

Guideline 14: Research involving children

Guideline 14 — Treatment and compensation for re-
search-related harms - 2002 guideline 19,20

Guideline 15: Research involving individuals who by rea-
son of mental or behavioural disorders are not capable of
giving adequately informed consent

Guideline 15 — Research involving vulnerable persons -
2002 guideline 13

Guideline 16: Women as research subjects

Guideline 16 — Research involving individuals who are
not capable of giving informed consent - 2002 guideline
15

Guideline 17: Pregnant women as research participants.

Guideline 17 — Research involving children and adoles-
cents - 2002 guideline 14

Guideline 18: Safeguarding confidentiality

Guideline 18 — Women as research participants - 2002
guideline 16

Guideline 19: Right of injured subjects to treatment and
compensation

Guideline 19 — Pregnant women and lactating women as
research participants - 2002 guideline 17

Guideline 20: Strengthening capacity for ethical and
scientific review and biomedical research

Guideline 20 — Research in disaster situations NEW

Guideline 21: Ethical obligation of external sponsors to
provide health-care services

Guideline 21 — Implementation research NEW

Guideline 22 — Use of online information NEW

Guideline 23 — Requirements for Establishing Research
ethics committees and their review of protocols — 2002
guideline 2,3 modify

Guideline 24 — Public accountability NEW

Guideline 25 — Conflicts of interest NEW
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19191 2. Wisuitanvasiidataali Commentary 229 Guideline 11, 12

Guideline 11 — Use of stored biological materials and
related data

Governance

Governance

Research ethics committees and biobanks

Research ethics committees and storing health-related data

Specific informed consent
Broad informed consent

Data mining

Informed opt-out procedure for research on residual tissue

Confidentiality. Limits of confidentiality*

Authorization for research with archived materials

Mandatory population-based registries*

Anonymization or coding*

Specific informed consent
Broad informed consent

Return of results and disclosure of (un)solicited findings

Informed opt-out procedure for research with health-related
data_

Children and adolescents and biobanks

Archived data

Storing and using material from low-resource settings in bio-
banks

Secondary use of stored data*

Re-contacting participants

Return of results and disclosure of (un)solicited findings

Children and adolescents and collected data

Storing and using data from low-resource settings

* H7aLaNAN19NUIENIN9 Biomedical Wa Social-Behavioral Research
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