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ACCRONYMS 

COHRED

Council on Health Research for Development
HMIS


Health Management Information System

HIV


Human Immunodeficiency Virus

IRB


Institutional Review Board

M&E


Monitoring and Evaluation

MOHSW

Ministry of Health and Social Welfare

NHRS


National Health Research System

QAR


Quality Assurance for Research

REC


Research Ethics Committee
RHInnO

Research for Health and Innovation Organiser
SOP


Standard Operating Procedures

ULPIRE

University of Liberia Pacific Institute for Research & Evaluation

WAHO


West Africa Health Organisation
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BACKGROUND
According to the 10 Year National Health and Social Welfare Plan; “The Ministry would promote a culture of inquiry into the best methods of delivering health and social welfare services”.  Though research is being recognized, it is still limited in terms of coordination, governance, management, and funding. Currently, there is no policy or guideline for the conduct of research in Liberia; however, this Unit in collaboration with other programs and units have recently developed a health research agenda in line with the National Health Policy and Plan (2011-2021). At present, there is no budgetary allocation for research for health in Liberia. At a very low scale, the Liberia Institute for Biomedical Research (LIBR) manages and conducts biomedical research in Liberia. Other institutions such as the University of Liberia, the Ministry of Agriculture, or the Ministry of Planning and Economic Affairs, conduct research, however there is a minimum amount of health research protocols that have gone through ethical consideration thus there is a need to conduct a basic training workshop on health research ethics amongst stakeholders conducting research for health in Liberia.

Goals:
-Strengthening the health research system in Liberia

General Objective:

- Provide basic skills in health research ethics for stakeholders  

Specific Objectives:

· To provide an introduction  to health research ethics 

· To highlight the importance of ethics in research for health

· To discuss ethical issues in research for health
· Discuss ways to incorporate ethics review in all research for health

·  To determine ways to strengthen and sustain IRBs in the country

OVERVIEW OF THE WORKSHOP
Opening Ceremony

The workshop was officially opened by Mr. C. Sanford Wesseh, Assistant Minister for Vital Statistics, Department of Planning Research and Development at the Ministry of Health and Social Welfare. The Minister extended his thanks and appreciation to the consultants who travelled from their respective homes to Liberia, as well as WAHO, COHRED, WHO and IRBs/RECs, invited countries: Sierra Leone, Mali and Guinea Bissau and local participants for their participation in the capacity building process of health research ethics in Liberia. Moreover, he thanked WAHO and COHRED for their financial and technical support to the research unit. He also hoped that major research that has been conducted and those currently ongoing will be organized and published.
The Minister expressed his concern over some unresolved issues about the Ethics Committees. Some of these issues include charges levied by the Ethics Committee for revision of protocols as well as the financial strengthening of the committee.

Following opening remarks from the assistant minister, self-introductions were done by the participants. WAHO, COHRED including the IRBs/RECs and other representing participants expressed their appreciation for participation in the capacity building process in health research ethics in Liberia.

PRESENTATIONS:


Day One:



Overview of Health Research Ethics

The first presentation of the day focused on the overview of health research ethics, highlighting historical intricacies which gave to ethics in the conduct of health research.  The presentation also looked at some controversial health research activities conducted in developed and developing countries as well as players involved in minimizing the condition of unethical health research.

· Informed consent involving children

Declarations governing Health Research Ethics
The second presentation was conducted by Mrs. Mary Kasule following the end of the first presentation. Her presentation focused on various declarations governing health research ethics that can be considered by Ethics committees in rendering their judgments in the review and approval of clinical research involving human subjects.
· The Helsinki Declaration

The presentation was followed by sharing of experiences from local IRB/RECs as well as participating countries.
The Ethics Committee Overview
LIBR/Ethics Committee

The LIBR REC overview was provided by Dr. Musu Duwuoko, the secretary of the REC.

According to her, the EC has been established for over five years, and currently serves as the acting national ethics committee upon request by the central ministry of health. SOP for the committee has been developed and published in news papers and is currently awaiting publication on the MOH/SW website upon permission.
The REC has participated in several ethics training and has reviewed many studies including clinical trials. However, the committee currently works on a voluntary basis; it receives protocols and reviews them using a SOP considering the safety of human subjects being used within those studies.  The REC charges 3% percent of the total budget on non academic research protocols and charges 1% percent on academic proposals, and also decides on waiver depending on the situation. The Committee is currently working on a fixed amount that could be charged instead of charging by percentages. The overview of the EC ended with questions and answers.

Three major questions were asked:

1. The role of the EC as compared to other IRBs in Liberia?

2. The Ministry considerations on providing or finding a funding source for the EC

3. Who approves the final decisions made by the EC?

The Assistant Minister of Vital Statistics responded to the first question. In his response, he made it very clear that there is no superiority in the decisions that should be made by any of the IRBs/REC, except that they function following a SOP that considers the safety of human subjects in Liberia. He also responded to the second question saying, the Ministry will try its best to provide support to the REC since it is expected to serve as a national ethics committee for Liberia.

The third question was answered by the secretary of the REC, and responded that the Ministry of Health through the Department of Planning, Research and Development provides oversight responsibility for the REC, approves and serves final communications for decisions reached by the REC.

The Committee is currently faced with challenges which includes; the lack of office space and funds for operations, and needs more capacity building.

University of Liberia Pacific Institute of Research and Evaluation (ULPIRE)

The ULPIRE overview was provided by Dr. Kennedy, the PI for the Institution. According to Dr. Kennedy, the institution was established in 2005 through a memorandum of understanding between a National Institute for Health Research based within the United States and the University of Liberia following intensive two weeks training that provided pre and post test to evaluate the participants. The Institution was established with a membership of seven persons involving groups with scientific and non scientific backgrounds to effectively provide their functions.
UL/PIRE has reviewed several protocols including clinical trials. The institution invites content depending on the content and nature of the research protocol under review, as part of its functions; the institution also charges a minimum of 250 United States Dollars for grant proposal writing. Moreover its members have attended several certificated trainings both, national and internationally.

At the end of the UL/PIRE overview, Mr. Luke Bawo, Coordinator, M&E/HMIS and Research expressed his concern over the coordination of research protocols being reviewed by the IRBs/REC to make available copies to the Research Unit for archiving for the general good of the health system.

Challenges:
· Lack of funds for sustainability and the need for capacity building.

Overview of EC Sierra Leone

The overview of the REC/IRB was done by Dr.Taqui representing Sierra Leone at the workshop. He stated that challenges faced by IRBs/REC in Liberia are cross cutting issues for other participating countries. But he strongly advised on the development of a national policy and or legislature that can guide the implementation of various IRBs/REC in Liberia as it will also help other countries. According to him, in Sierra Leone, there is an independent REC that operates according to the WHO ethical guidelines. The committee provides quarterly and annual report to the Ministry of Health on the progresses made as well as and challenges. The Committee charges a fixed amount depending on the nature of the research.

Challenges:

The REC lacks funds for sustainability and needs capacity building.
Overview of EC Mali

The overview of the REC/IRBs was done by Dr. Coulibaly representing Mali at the workshop. According to him, Mali has 15 research institutes comprising of a national research committee for health, national ethics committees and other IRBS.  The national ethics committee has membership that is inclusive of political and non political representations. The Minister of Health approves the final decisions reached by the national ethics committee as well as oversees the selection of the membership of the national ethics committee.

Challenges:

The committee as explained by Dr. Coulibaly is currently faced with many challenges including lack of financial assistance, lack of cooperation between the national ethics committee and other IRBs/REC. 

Overview of EC Guinea-Bissau
The overview of the EC/IRBs was done by Dr. Menezes representing Guinea-Bissau at the workshop.

In her presentation, she extended thanks to the organizing committee and participants for the good work being initiated.  According to her, the conduct of research has previously been done by the westerners not taking into account rules and guidelines to govern the conduct of research in Guinea Bissau. Moreover, studies previously conducted did not meet the consent of the participants being involved. Based on these unethical practices, the Minister of Health gathered a five man committee considering specific areas of background and institutions to coordinate the conduct of health research. Members of the Committee are recruited by the Minister of Health with consultation from IRBs/EC.

Currently, the Committee receives support from WAHO and COHRED in terms of capacity building.
Challenges

The committee currently does not have an office space, lacks capacity building opportunities and guidelines to review protocols as well as finance to effectively implement their functions.

Researching with Vulnerable Populations
The last presentation of day one session focused on the topic researching with vulnerable populations and was done by Mrs. Mary Kasule. The presentation provided a clear definition of those described as vulnerable groups as well as the reasons for conducting research with vulnerable groups, including children. Several challenges were highlighted considering the conduct of research involving children:

· looking at their changing developmental stages

· proxy consent and complex requirements

· Limited decision making, capacity and understanding

· Enrolment of healthy children/subjects

· Street kids and dilemma with age of consent

Moreover, the presentation also looked at research with pregnant and pregnable women that involve challenges such:

· Women within reproductive age/pregnable
· Clinical trials involving pregnant women

· Effects of research substances/drugs on developing foetus
Guidelines used in the conduct of ethical research were also discussed focusing on guidelines used in the United States. Issues about research with women in some settings were discussed focusing on the African setting/context. Also, the issue of research with prisoners, research with people of limited mental capacities, persons with limited access to health care and research with illiterate people who are easily convinced, coerced and have therapeutic misconceptions was highlighted.
The last presentation ended with a case scenario that brought the participants together and appointing a chairperson to lead the discussion. The scenario focused on pregnancy in Health Research, testing a vaginal microbicide for its ability to prevent new HIV infections. Upon the revision of this scenario, about six questions were discussed by the participants considering that they were members of an ethics committee who had the responsibility to peruse this study protocol and reach a final decision.

Day Two:
In-depth Analysis of the Research Ethics Review Process (PPT# 1)

By: Mary Kasule
The presentation covered:
· Ethical requirements for the conduct of research, which include Social and scientific value, Scientific validity, Fair subject selection, Favourable risk benefit ratio, Independent review, Informed consent and Respect for subjects (potential and enrolled)

· Roles of a Research Ethics Committee: To  Promote good research,  Scientific and ethical review in one sitting (there were experiences from Liberia, Sierra Leone and Mali), Flag “Bad Science” (“Bad science is unethical”), Ensure the conduct of ethically sound research  as good research can promote health.

· Four Principles of Ethical Review: Independence (Free of outside interference), Competence (having members with requisite expertise), Pluralism (Expertise, Various backgrounds, Local community representatives, Former study participants, Diversity -  Sex,  Age and  Cultural Background), Transparency

· Research Ethics Committee must ENSURE that: SOPs & Guidelines are used in the process principles, Quality in decision making, Consistency, Provision of a sense of direction, Minimal confusion and unnecessary delays in the processing of proposals.

· Decision Making:  either by Consensus or Voting, advice that is non-binding may be affixed or appended to the decision; in a case where decisions are conditional, clear suggestions must be provided for revision.
· Criteria for Review and Approval: Proposed research must be critically and thoroughly examined; at a minimum level, address six core issues (scientific design and study procedures, recruitment of research participants, community considerations, Care and protection of research participants, Informed consent, and Confidentiality issues).

Ethics Committees must only grant approval when all these questions have been answered.
· There’s a need for RECs to have moral reasoning: The absence of moral reasoning could lead to reliance only on tools and guidelines and this may result in ECs using them selectively, to punish and destroy enemies, against community and national interest and blind reviews.

· If ethics review is done properly, the achievements will include: Comprehensiveness in application of ethical standards, attentiveness to local concern, gateway for publications, avoidance of scandals and confidence.
· Common problems with Research Ethics Committee: Lack of Written Procedures, No documentation of IRB activities, inappropriate use of Expedited Review, Limited expertise, etc.

· Conclusion:  Research is becoming more and more complex and an Ethics Committee is an important component within a system. A well-trained, active and objective Ethics Committee is very important to research that involves human participants. Thus exhaustive and considerate review by the Ethics Committee will ensure : the protection of the rights and welfare of participants the integrity of data, continued trust of the research enterprise

Handling Protocol Deviations (PPT#2)

By: Mary Kasule

· The extremes of scientific fraud

· BreastCancer
1. Dr. Bezwoda- Wits
2. Dr Poisson- Canada
· JOHN HOPKINS TAKES THE BLAME (Ellen Roche)
· University of Pennsylvania 2000 (Jesse Gelsinger)
· Cameroon study of Tenofovir for HIV prevention
· Tenofovir study- Cambodia
· Nigeria: Trial of Tenofovir as a prophylactic against HIV
· Why does scientific misconduct matter?
· Morally wrong

· Waste of resources

· Potentially harmful

· Erodes public confidence

· Endangers independent science

· Some consequences

· Publications are declined or retracted (Auvert et al: HIV & Circumcision- publication was declined by the Lancet in 2005 and the Lancet also retracted Jon Sudbo 2006)
· Researcher can be suspended and barred from receiving funds for the conduct of research (Dr Bezwoda and Dr Poisson)
· Conclusion: Research is a very expensive venture. The cost to develop one product over a period of 10-12 years is about US$800million to US$1 billion, thus mal-practices by researchers lead to such amounts being wasted.
Lesson Learned

· It is possible to do a review of a protocol if you have time.

· The ethics committee should work along with the medical board so as to have a better coordination.

· Protection of the participants (subjects)

· Members of the REC are to be familiar with the guidelines so that subjective views are not imposed on the proceedings

· During the revision of a protocol, all points should be taken into consideration before approval.

The day two of the workshop was officially closed by Min. Wesseh with a remark thanking everyone for attending and stressing the importance of the workshop.



Day Three:

Mapping African Research Ethics Review and drugs regulatory capacity
By: Boitumelo Mokgatla Moipolai
Background

· Marc is a 3 year project aimed at creating a cloud of web based African  map of:

· Research ethics review capacity
· Research ethics review capacity building efforts
· Medicines regulatory authorities
· Supports ethics review capacity building
Marc Mapping Steps

· basic contact and procedural information
· extended capacity information-standardized
· Upload of RECs documents, e.g. SOP’s, Research Protocol checklist, Application forms etc.
· REC access only information  - used by RECs only
Progress to date

· One hundred and sixty nine (169) RECs mapped
· Website launched-www.researchethicsweb.org
· Social network for RECs was funded by NIH and have been  launched
· Mapping of Medicines Regulatory authorities which was funded by Pfizer has commenced.
· Research Ethics Web

· Regional Pages

· Country pages- Information about the Country Ethics Committee
· RECs per Country
Levels

· Level 1- This level includes Basic information: organization information, Administrator profile, resources etc.

· Level 2 – This captures capacity information: REC/IRB contact information, REC/IRB organization information, supplementary information etc.

REC Documents
· This is where documents, application are posted in other languages apart from English.

· Progress per Country

· Some countries are not yet mapped
·  169 RECs in Africa have been mapped

·  Further 57 RECs have been identified and are awaiting mapping

MARC Advances

· Through a collaboration with the Pan American Health Organization (PAHO), 1008 RECs have been mapped in the Latin American region
Benefits

· Visibility- Local and International Donors

· Positive competitive pressure (Quality and efficiency)
· Free platform for those who do not have one

· Instant access to information on other RECs-also  allows the  sharing of resources/ documents
· Links research ethics review to national and regional priorities
· Auto updates etc.
Future Benefits

· REC project management system (RHInn0)
· African-based tool / platform to facilitate discussions on standards and quality of REC’s and ethics review in Africa and linking this to global ethics experiences
Marc Social Network

· Student networking

· Student - Staff networking
· Student – REC networking
· Ethics programme  and other  programme networking
· Networking on topics/online ethics discussions
· Questions and debates

· Resource sharing and Advocacy

Marc Team-Contact info: Twitter, Facebook.

The Research for Health and Innovation Organiser (RHInnO)

By: Boitumelo Mokgatla Moipolai. 
This Platform aimed to provide governments, research ethics committees (RECs), research institutions and networks with a secure, full web-based solution for managing and tracking research applications throughout the entire life-cycle of the research projects

· Current situation in Africa: Majority of RECs (62%) receive protocols in hard copy submission; www.researchethicsweb.org 
 RHInnO Ethics Advantages
· Speed up the research ethics review process, hence improving efficiency RECs
· Avoid loss of submitted materials, delays in communication between RECs and researchers: Accountability
· Standardization and harmonization of the ethical review process
· Enhanced control of research activities
· Less resources needed e.g. personnel, stationary
· Sharing or use of standardized research regulation documents like SOPs and research guidelines
The RHInnO website was also discussed-www.rhinno.net

Security Features

· Only registered members have access
Administrator interface

· Post announcements

· Create a profile

· Manage proposals

· Internal reviews/checklist

· Proposal management

· Invite reviewers

· Distribute proposal

· Build indicators

Applicant Feature/Researcher

This is where the viewing of research ethics review cycles takes place.
· Submit proposals

· Manage proposals

· Print certificate of submission

· Monitor the review process

· Build the profile/complete information

Reviewers Features

· Accept / Refuse Invitation to be a reviewer
· Manage proposals submitted for ethics review
· Make reviews
· Build profile

Conclusion

RHInnO is expected to revolutionise the efficiency, quality and impact of research ethics review in Africa and beyond.
Ethical Issues in Public Health Research ethics
By: Mary Kasule
Conceptualizations of public health ethics

· Definition of public health-assuring the conditions in which people can be healthy.
· Public health is primarily concerned with the health of the entire population, rather than the health of individuals.

Public Health (PH) Ethics

· This deals with the identification, analysis, and resolution of ethical problems arising in public health practice and research.

Features of Public Health
· Promotion of health, the prevention of disease  & disability

· Collection and use of epidemiological data

· Collection and use of epidemiological data for population surveillance of disease.

· Community collaborations and partnerships for health

· Identification of priorities for public health action

Public Health Ethical problems

· Interplay between protecting the individual welfare and that of the public

· Priority setting including fair distribution of public health resources and burdens

Ethical concerns in Public Health Research

· Public health surveillance

· Maximizing potential benefits/Minimize  risks  and potential  harms

· Ensure the quality of data collected thereby maximizing the potential benefit of the data.

· Data must be accurate, complete, and timely

Minimizing risks and providing benefits

· Potential societal benefits must be balanced with risks and potential harms to individuals and communities when studies on vulnerable populations e.g. children, prisoners, old people etc.

Obligations to communities

· Communicating the result of the study to the community

· Carry out studies in a way that is scientifically valid

· Interpret and report results in  a way that is scientifically accurate and appropriate

Informed consent (individual & Community)

· To ensure autonomy and give institutions the legal authorization to proceed with the research including all the basic elements of the informed consent process

· Special protection is required when obtaining informed consent from socio-economically deprived people to avoid therapeutic misconception, reluctance to refuse participation due power differences (authority), financial incentives and lack of understanding language used.

Privacy & Confidentiality

· Protecting  the  privacy  of  the  participants
Confidentiality

· Protecting the confidentiality of participant health information
· Keeping records under lock and key-kept secret

· Training of staff in confidentiality

Discussions

When is it prudent enough to break confidentiality?

Conclusion

‘’There are lots of issues one may be faced with no answer, thus with the knowledge so far, we should be prepared’’ Mrs. Kasule
Day Four:
What is Quality Assurance in Research?
By: Mary Kasule

During the course of the presentation, we had an exercise to name the requisite expertise needed on an Ethics Committee if we are to form one. Each participant was asked to name one (1):

1. Doctor

2. Community Leaders

3. Anthropologist

4. Veterinary

5. Education

6. Public Health Doctor/Specialist

7. Statistician

8. Researcher

9. Sociologist

10. Politician

11. Human Right Activist

12. Administrator

13. Vulnerable group

14. Regulatory board

15. Lawyer

· Quality assurance area re those techniques, systems and resources that are deployed to give assurance about the care, prudence/caution and control with which the research has been conducted.

· Ethical review of research proposals is also an integral part of strategies or procedures for the Governance and Quality Assurance for Research (QAR).

Codes of Good Practice in Research

· Set out the standards of performance and conduct expected of all those engaged in research.

· Researchers have a responsibility to ensure that research is undertaken in conformity with the law and in accordance with best current practice.

· RECs should therefore provide an environment where good research practice is encouraged

Concerns of Quality Assurance

· Responsibilities of those involved;

· Transparent project planning;

· Training and competence of research staff;

· Facilities and equipment;

· Documentation of procedures and methods; Research records;

· Handling of samples and materials.

Applicability

· QAR applies to everyone and covers all types of research
REC Responsibility

· Monitor

· Provide Assurance

· Monitor approved Research/local/international

· Provide assistance QAR when required

· Reviewing the auditing process/procedures taking into consideration the program that is taken place in order to meet international standard

Audit & Inspections

· Monitoring- this is done to ensure that  the data were recorded, analysed, and accurately reported according to the protocol, sponsor’s standard operating procedures

WHO?

· Quality assurance measures can be taken by external agencies, RECs or both.

· Quality assurance and control of the daily operations of the REC and research sites
PURPOSE

· Ensure that these institutions effectively support their mandate

· Oversight of the REC’s quality improvement activities.
Elements of an Audit

· Periodic review of records

· Regular review and assessment of procedures

· Training and continuing education of staff

Follow-up after an Audit

· Report of an audit should be verbal/written

Inspection

· This is done to ensure that the Facilities/records are in conformity with the research. This is normally done for clinical trials

Following the presentation, an exercise was done for participants (See Annex)
Day Five:
Day five was characterized by remarks and discussions on the way forward.
Way forward

· The Ministry Health & Social Welfare should take the lead to engage the Ethics Committee to discuss some of the cooperative steps to improve EC/Research.

· Liberia must establish a National Ethics Committee to coordinate health research ethics in Liberia.

· The Research Unit /MOHSW should disseminate information on the importance of research to all institutions of higher learning in Liberia.

· Engage the National Commission on Higher Education (NCHE) to get involved in making institutions of higher learning more interested in research especially in the establishment of  IRBs

· All Research for Health leadership role should rest with the MOHSW; it should take responsibility to draft a legal tools/guideline or regulation, binding all parties in the conduct of research.

· Sierra Leone vowed to share its validated policy as reference for Liberia.

· Discuss how to mobilize funds for the Ethics Committees.

· Meeting of the two RECs on how to apply lesson learned from the workshop.

· COHRED promised to offer technical assistance to participating countries through documentation, to decide on the type of training, and develop a training plan, and will also conduct training and implementing the RHInnO software.

· RHMIS will be implemented by participating countries.

· Develop a Research Ethics interim body that will serve to thoroughly critique research protocols based on well documented guidelines and requirements before being submitted to the EC for review and possible approval.

· Develop a national document to orientate researchers.

· The MOHSW should begin to support the RECs to some extent.

· The Ethics Committee to develop a flat rate of user fee that is standard.

Closing remarks
Miss Morris of the UL-IRB extended thanks to the organizers for the invitation including funds from away, as the workshop provided common understanding of Ethical issues and hoped it helps participants in their day to day work.

· Sierra Leone

Dr.Taqi thanked to Liberia for hosting the workshop and stressed that it shows integration. He also said that there is a lot to do in West Africa, and hope to work collaboratively in the MRU. He then expressed his desire to develop RHMIS data based and wish the participants bon voyage.

· Mali

Dr.Coulibaly congratulated the MOHSW, WAHO, and COHRED for the opportunity to participate in this workshop. He expressed his profound appreciation for the exchange of ideas during the capacity building process in Health Ethics Research and promised that Mali will invite Liberia and other countries in West Africa for such kinds of workshops in the future.

· Guinea Bissau

Dr. D’Alva expressed her thanks and appreciation to the workshop organizers and said it’s a good opportunity to invite her to learn about HRE workshop, and recommended the need to have translator for the next meeting in Liberia who will translate the document in Portuguese.

· WAHO

Dr. Sombie extended thanks to all the participating countries that came together and urge integration as the way to work together. He pointed out that WAHO is in the position to provide support to countries undertaking such activity and also thanks COHRED for their technical support.

· COHRED

Mrs. Kasule thanked the organizers for the care they have provided and also to the participants for their level of friendship, and motivated them to keep their efforts going ahead. She highlighted COHRED’s willingness to provide technical support to all participating countries
· MOHSW 

Minister Wesseh thanked participants and said that Liberia/MOHSW is grateful to host foreign participants and facilitators. Talked about the upcoming health conference in October of this year and pointed out that the Research Unit will develop its operational plan to be presented at said conference and all that have been discussed will be included in the operational plan.

He then highlighted that the MOHSW is committed to establishing a National Ethics Committee to coordinate the review of Ethics research.

Annex

Day One: Questions & Answers

1. What should the researchers do now that they know many participants are becoming pregnant while participating in the study and that many are probably having illegal and perhaps unsafe abortions?

Chaired by Miss. Cecelia Morris
Decision:  Stop the study to determine the cause associated with the increase in pregnancy and the effect of the drug on the foetus.

2. Should the study sponsors provide safe abortions to women who inadvertently become pregnant while participating in the study?

Chaired by Reuben

Decision: No

3.) What if a donor prohibits recipients of grants from providing any information or services related to abortion?

Chaired by Reuben

Decision: The study will be stopped, because it’s a bridge of the act of balancing Risk and Benefit 
4.) Should the study investigators warn prospective participants that unwanted pregnancy is a study risk, that abortion in their country is not available (or not widely available) on request; and that unsafe abortion presents a great risk to a woman’s health and life?

Chaired by Nelson

Decision: Yes, because it is necessary to provide clarity to the participants

5.) With the knowledge that we have now, should such studies ever be done in countries in which safe abortion on request is not legally and readily available?

Chaired by Roland

Decision: No, because of several reasons, etc

6.) Under what circumstances would you be comfortable about conducting such a study in the countries listed? What about other countries?

Chaired by Fulton

Decision: No decisions reached
Day Two:
Case Study: The impact of improved treatment of sexually transmitted diseases in HIV infection in Liberia

Q&A
1. Identify the major ethical issues in this case

· Closing the reference lab and clinic after the study

· AMREF did not employ a fair benefit strategy

· No treatment for participants who contacted HIV during the study period

· Selection criteria

· Vulnerability (rural community)

· Confidentiality/stigmatization

· Risk benefit ratio not clear

2. Using the following checklist, please comment on the following: social and scientific value, scientific validity, fair subject selection, favourable risk benefit ratio, informed consent, respect for subject (potential and enrolled)

· Some values provide a local intervention of HIV

· Culture issue (Polygamy)

· Confidentiality: HIV status disclosure

· Make provision for intervention for new infections

· Capacity building (upgrade existing facilities and human resources)

3. List any guidelines/codes you would use for decision making in approving or rejecting the study?

· Confidentiality

· Protection of participant

· Stigma, etc

4. Did AMREF have any obligations to the research participants or their communities at the conclusion of the trial

· No

Case Study: A treatment for Central Nervous System Treatment

Q&A
1. Is Dr W providing innovative therapy; conducting an experiment; or carrying out medical research? How are these different, generally or in this case?

Ans. Innovative therapy
2. Would it be unethical to conduct a placebo-controlled trial, as Dr W maintains?

Ans .No

3. How does the use of placebo in a setting where “no treatment” is the standard of care differ ethically from simply providing no treatment?

Ans .No

4. How might Dr W demonstrate that this method is effective (other than by conducting a controlled clinical trial)? Is there an international standard for determining effectiveness?

Ans.None. It can only be demonstrated in a clinical trial.
5. In a hospital setting, whose responsibility is it to monitor the activities of physicians? In general, whose Responsibility is it to monitor activities of physicians?

Ans.The physician is monitor by a supervisor at the hospital and subsequently the medical board.

Day Three: 
Questions and Answers

1. Granting of access codes

Ans: the procedure is to write and the access code is granted.

2. Can MARC be used offline?

Ans: No
3. Is MARC only in English?

Ans: No, MARC is not limited to English but Arabic French and other languages.

QUESTIONS AND ANSWERS

1. If a study is to be conducted in Brazil, are you going to submit to all of the 594?

Ans. No, you only submit to the National body responsible and the internal review board where the study is conducted.

2. In the case of Liberia, how does the role of the Administrator differ from the chair?

Ans: when implementing for Liberia, the platform will be build per the needs of Liberia.

3. Is it possible to use RHInno offline?

Ans .No, because it is a web based platform

4. Is the system free?

Ans. No, Cost: 5000USD for small ethics committee and 40,000 for bigger ethics committee, mostly National RECs, the cost is dependent on the level of customisation needed.
 Annual subscription fees (which includes maintenance: US$ 2500 for small RECs and US$5000 for bigger RECs
Exercise 3

The West African Health Organization (WAHO) has awarded a grant of $8 million United States Dollars for a period of three years to four West African countries namely; Liberia, Mali, Senegal and Guinea- Bissau to conduct a series of one-week long meetings in order to develop and implement strategies to set up or strengthen the capacity of their ethics committees. This collaboration effort will involve the respective Ministries of Health, IRB staff and researchers to move the project forward.

As part of this effort, a set of week-long meetings in each country will be held and will focus on drafting a plan on how this money will be used by each country to come up with an effective and efficient ethical research regulatory oversight for their countries with future prospects of forming a regional research ethics regulatory body.

All participants who attended the 16-20th July, 2012 Liberia research ethics training meeting were nominated by WAHO to form the reference group for this exercise.

Using the findings from the workshop listed in table 1 identify solutions and develop a country and regional plan to promote the regulatory oversight system. (Feel free to add any other needs identified by your country colleagues during your report.

Table 1: Needs identified by the four RECS

	Problem identified
	Objective
	Main strategy/approach
	Main activity

	1.Lack of / inadequate financial resources dedicated to strengthening capacity of RECs negatively impacting on human resources and infrastructure

2. Lack of incentives for IRB members

3. Sustainability
	Mobilize financial resources
	· Advocacy

· Proposal writing

· Networking

· Political will/commitment

· Service Charge (standardize)

· Training (relevant)

· Independent resources management

· Engage consultant


	Stakeholder meeting

Grant writing ( sustainability)

Reference Group by country

Secure a an effective Information management system(RHinnO)

Develop a strategic plan

Recruit consultant

Training activities( budgeting, and tracking expenditure (Audit)

Organize a donor conference



	
	
	
	

	
	
	
	

	1.Inadequate training opportunities

2. Sustainability
	Increase training opportunities
	Develop/strengthen capacity
	Develop a costed training plan(Identify gaps, Identify trainees, Advertise, Select trainees)

Identify trainers (advertise)

Develop an MOU with the trainers

Decide on type of training (short-term, mid-term or long-term,   distance, online)

Decide on in-house or external training



	1. Lack of independence/autonomy of RECs resulting in inappropriate legal status, for REC members to carry out   their administrative activities, thereby impacting on decision making
	Gain autonomy
	Advocacy

Draft legal documents (Human Research Bill, SOPs, Guidelines, Application document)

Draw up an organogram

Draw up a code of ethics

Accreditation of RECS

Own budget

Procure  functional office  space
	TA to draw up legal documents (consults)

Consultative meetings with stakeholders

Identify accrediting body and TOR

Develop organogram

Develop operational budget and seek approval from relevant authorities (sustainability)

Recruit staff (CEO/or/ and Exc. Secretary, line managers and support staff)

Procure and install office equipment & furniture



	1..Lack of effective and efficient information management system
	
	
	

	1.Governance- policy , legislation, organogram,
	Good governance
	Develop and implement country specific Research agenda, research policy

Develop a management Framework

Assign clear and specific roles and responsibilities of all stakeholders (organogram

Draft a Human and Biomedical  Research Bill
	TA  (Legal), policy and research agenda development

Design management framework and train on its use

Draft job descriptions, rules and regulations

Develop TOR for TA

	2.Quality Assurance
	
	
	


2. Table 2: Recommended topics for future training according by priority ( The results from this exercise were analysed and the table below shows how the participants rated the topics to be included in the training curriculum by priority)

	
	Research Ethics Topics

	1
	Drafting National Research Guiding Documents (Application forms, Research Guidelines, SOPs, Research Bill)

	2
	Establishment of RECs

	3
	Foundational Bioethics (History, Philosophy, moral reasoning, fundamental principles, ethical Codes)

	4
	Risk /Benefit Analysis 

	5
	Scientific evaluation of clinical trials

	6
	Informed consent process

	7
	Clinical Trial Phases, Ethical review of clinical trial Review Process, Scientific review of clinical trials. Monitoring and auditing clinical trials,  Insurance and Indemnity, Placebo treatment

	8
	Public Health Ethics 

	9
	Ethical issues regarding: Sample Size, data collection, data analysis

	10
	Essential Elements of the ethics review Review process(Proportionate EC Review: Expedited/Full, continuing review, amendments, close outs, adverse events)

	11
	Vulnerable Populations

	12
	Privacy and confidentiality

	13
	Monitoring and auditing of approved research

	14
	Dissemination of study results 

	15
	Administration of Research Ethics Committees

	16
	Vulnerable Participants (Research involving children)

	17
	Privacy and Confidentiality

	18
	Responsibilities Sponsor, Investigator, Institution Participant and RECs 

	19
	Types of research study designs 

	20
	Qualifications of investigators and research staff?

	21
	Conflict of Interest

	22
	Dissemination of  study results

	23
	Quality Assurance Guidance 

	24
	Recruitment and retention of study participants

	25
	Administration of RECS

	26
	Public Health Ethics

	27
	Human Research Protection Accreditation system

	28
	Intellectual property rights, consumer rights

	29
	Data protection and sharing

	30
	Human tissue storage, transfer and disposal

	31
	Research involving children

	32
	Use of cadavers


Workshop Evaluation

Participants completed an end-of-workshop evaluation form and a summary of the answers given is shown below:

Majority of participants were males and job responsibilities of participants ranged from, nursing, research scientists, doctors and university lecturers. Most participants indicated that they were “somewhat familiar with research ethics and 
felt the workshop addressed what they considered to be important ethical issues in research. They also felt the presentations’ group discussions and the simulated REC debates provided a good introduction to ethics rules and the ethics review process. Regarding participants access to computers and internet, only a few participants indicated having access to computers and internet access only at work,  a few had personal computers with internet access and  some had computers but without internet access. This information will be useful in case of implementation of RHinnO.

Workshop Attendance
	No.
	Name
	Organization
	Phone#
	E-mail Address

	1
	Dr. Ibrahima Coulibaly
	Ministry of Health- Mali
	+23372295708
	Ibrahimacoulibaly55@yahoo.com

	2
	Dr. Donald A. Bash-Taqi
	Ministry of Health- Sierra Leone
	+23276603256
	dabashtaqi@yahoo.com


	3
	Dr. Sombie Issiaka
	OOAS/ WAHO
	+22676604521
	isombie@wahooas.org


	4
	Marilene Menezes D’Alva
	INASA/ Guinea Bissau
	+2456614598
	Marilenem2@hotmail.com


	5
	Akattia Eric
	NACP(WAHO)
	+231777632250
	akattiaeric@yahoo.fr


	6
	B. Mokgatla Moipolai
	COHRED
	+26771543980
	makgatla@cohred.org


	7
	Mary Kasule
	COHRED
	+26771862559
	kasule@cohred.org


	8
	Fulton Q. Shannon, II
	MOHSW/ Research
	+2316554829
	fultonshannon@rocketmail.com


	9
	Roland Nyanama
	MOHSW/M&E
	+2316556794
	rolandnyanama@yahoo.com


	10
	Victor Emery David, Jr
	MOHSW/ Research
	+2316910643
	Emerydavid2011@yahoo.com


	11
	Dr. Musu Duworko
	WHO
	+231886515746
	duworkom@lr.afro.who.nt


	12
	Dr. Clement Peter 
	WHO
	+231886522998
	clement@lr.afro.who.nt


	13
	George P. Jacobs
	MOHSW/M&E
	+231886517230
	geopocobs@yahoo.com


	14
	Thomas K. Nagbe
	MOHSW/DPC
	+231886520581
	Tnknue31112@gmail.com


	15
	K. Tendra Tenwah
	MOHSW/PBF
	+231886409020
	Kukuten85@yahoo.com


	16
	Jestino Jackson
	MOHSW/HMIS
	+231886558049
	jjestino@yahoo.com


	17
	Charlesetta B. Neor
	MOHSW/M&E
	+231886562820
	neorcharlesetta@yahoo.com


	18
	Reuben B. Gboweh
	MOHSW/NAC
	+231886991715
	rbgboweh@yahoo.com


	19
	Duza Baba
	CHAI
	+231880514772
	sbaba@clintonhealthaccess.org


	20
	C. Sanford Wesseh
	MOHSW
	+231886538603
	cswesseh@yahoo.com


	21
	Cecelia Morris
	IRB/UL
	+231886522833
	Morris.cecelia@yahoo.com


	22
	Emmanuel T.S Dahn
	MOHSW/NMCP
	+231886441038
	dahnets@yahoo.com


	23
	Korwan Z. Flomo
	Bong CHT
	+231886552089
	kzflomo@gmail.com


	24
	Elizabeth Doe
	Bomi CHT
	+23176069923
	zabeth@yahoo.com


	25
	William Kollie
	Nimba CHT
	+23177733327
	Kollie40@yahoo.com


	26
	Nelson K. Dunbar
	MOHSW/ Research
	+231886439975
	dunbarnelson@yahoo.com


	27
	Darnuweli Dormea
	MOHSW/ Research
	+231886558083
	darnuwelid@yahoo.com


	28
	Luke L. Bawo
	MOHSW
	+231886909945
	lukebawo@yahoo.com


	29
	Augustine Newry
	MOHSW/EPI
	+231886565961
	Jusray71@yahoo.com


	30
	Karsor K. Kollie
	MOHSW/NTDS
	
	

	31
	J. Mike Mulbah
	MOHSW
	+231886875300
	j.mike.mulbah@gmail.com


	32
	Dr. Stephen B. Kennedy
	UL-PIRE/ NAC
	+231886645830
	kennedy@gmail.com


	33
	Dr. Saye D. Baawo
	MOH/SW
	+231886512989
	sdbaawo@gmail.com 


