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Roleof PABIN and ETBIN in promoting the National Resear ch EthicsReview
System
Abraham Aseffa

Ethical Review Capacity needs

*Research isthe key to devel opment

*Globalization and the challengesto health research —the 10/90 disequilibrium
*Protection of the research participant

*Decisionmaking

eUnderstanding ethical dilemmas

*Consensus view point

*Ethical review structures

Ethicsisa moral responsibility of all

*Right or wrong?

—Lega implications

*Basic principles: Independence, Pluralism, Competence, Transparency
«Integrity, fairness, knowledge, respect for humandignity

*Stakeholder s: Researchers, EthicsCommitteemembers, research participants
—all for the best interest of the research participant

*Capacity building acommon responsibility and no one’ s protected sphere
eCiviclnitiativeshavearole

International initiatives

eStrategiclnitiativefor Developing Capacity in Ethical Review (SIDCER)
—build competent, independent, in-country decision-making for promoting the
responsi ble conduct of humanresearch.

*FORA: Asa(FERCAP), Latin America (FLACEIS), Eastern Europe (FECEIS) and
North America (FOCUYS)

—to strengthen ethical review capacity within countries

—to sharethecomplexity of cultural variations, national laws, local medical and research
practices, and local knowledge

—todevelopsimilar structured approachesto addresstheir specific needs.

Over seasSpendingby U.S. Phar maceutical Companies

TheBody Hunters:

Exporting Human Experiments

*Where Profitsand LivesHang in the Balance:

“Finding an Abundance of Subjectsand L ack of Oversight Abroad, Big
Drug Companies Test Overseasto Speed Productsto Market”

Washington Post — December 17 - 22, 2000
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Concern for Ethical Review in Africa?

eHeavy burden of disease; therefore greatest need for health research in Africa
*Vulnerablepopulations
- Diseases
- Ignorance
- Poverty
*Need to support and guide
conscience of investigators
*To provide public assurance

*GREAT NEED FOR GOOD ETHICAL REVIEW IN AFRICA
Concernfor Ethical Review in Africa?

eLimited Africanregulatory infrastructure

—Variable Regulations and Codes

—Shortage of competent personnel

*Overburdenedregulatory infrastructure

eLimited capacity for ethical review

L imited capacity for monitoring

o|_ack of experience, self-confidence?

Pan African Bioethicslnitiative

eEstablishedin 2001 in Lusaka, Zambia

*Held three Conferencesto date

*Officers.

—C Chintu (Zambia), P Effa(Cameroon)

—B Petros (Exec Committee member)

—Organized Trainingworkshopsand meetingswithAMANET, INSERM, EFGCP, etc.
Current activities of PABIN

ePhysical Secretariatin Addis

—Secretariat servicesto Executive Committee

—Organizing Annua Conference

—Running awebsite

—Disseminatinginformation

—Communicating with ECsand Fora

—Fund-raising

*EDCTPapplicationin progresswith WHO, AMANET, INSERM for EC survey,
networking, training

Ethiopian Bioethicslnitiative(ETBIN)
eEstablished on January 21, 2002 with 24 founding signatoriesat ALERT
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eSecretariat at AHRI

*Organized the Third PABIN ConferencewithESTC and NECC, April 28-30 2003 in
Addis Ababa

*Recognized asthefirst National Chapter of PABIN on April 30, 2003

ETBIN Governance

Member ship:

—Opentoall Ethiopiansor personsresiding in Ethiopiawho sharethe objectives of
ETBIN

—Ordinary membersarerequired to pay amembership fee

—Membership must be renewed biennialy

Officers:

—Chairperson, Vice-Chairperson, Secretary, Treasurer, Education Officer,
CommunicationsOfficer, and 3additional Executive CommitteeMembers.

—elected for aperiod of four yearsfrom among the Ordinary members participating in the
General Assembly.

Finance:

—composed of membershipfees, contributions, gifts, grants, researchfunding, or other
sources of funding

Serving ETBIN Officers

Thefollowing were elected for aperiod of two yearson 21 January 2002:

Dr. Beyene Petros (Chairperson)

Dr. FissehaH/Meskal (Secretary)

Dr. Abraham A seffa(Communication Officer)
Prof. Jemal Abdulkadir (Member)

Dr. AberaGeyid (Member)

Ato Asrat Hailu (Member)

Dr. MekuriaLakew (Member)

ETBIN Objectivesand roles

eproviding aforum for regular meeting and discussion on bioethicsin Ethiopia;

epreservingand promotingtheEthiopian traditionsin ethicsand bioethicswithin the
contemporary discussionsonissuesin bioethics;

eimprovingcommunication amongethicscommittees (ECs) reviewing biomedical
research (including health, behavioural, and social scienceresearch) inEthiopia;
ETBIN ObjectivesRoles

fostering education in bioethicsand thetraining of membersof ECs
epromoting and assi sting the devel opment of ethical committees
eacting asan Ethiopian collaborating centrefor fostering ethical review
eorganizing national meetingsand symposia

ETBIN ObjectivesRoles

eassistingwith theimplementation of standar d oper ating pr ocedur esfor ethical
review inthe country, taking into consideration the " Operational Guidelines for Ethics
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Committees That Review Biomedical Research™ and itscomplimentary guideline:
"Surveying and Evaluating Ethical Review Practices.

of acilitating the devel opment of national forafor membersof ECsin Ethiopia;
eCoordinatinginformation flow and responseson the subj ect of bioethics.

Current statusTBIN

*Registration at the Ministry of Justicein process

*Grant received from NORAD to support initial activities
*Membersactivein creating and using for afor ethicsdiscussionsand training
*General Assembly to be called soon

eCall for membership

Issuesin Research Ethics. examples
eCommunity consultation

| nformed consent process

*Placebo (the control arm)

eStandard of care

eCompensation, insurance and indemnity
*Post study responsibilities

Issuesin Research Ethics

e|ntellectual property rights

eUtilization of research resultsin public health
eStandard of ethical review and evaluation of ECs
*Capacity building

—Training

*Needsdriven research

*National ownership of research

Have a say in Resear ch Ethics

*Get your proposalsreviewed
eServein ECs

Contributetoahigher standard of ethics

*Join ETBIN
*Join PABIN
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