Award for Excellence in Human Research Protection
Best practice –Award of Excellence 2010
Family Health International, Durham, NV
Submitted by: Roberto Rivera, Senior Advisor, FHI
The following information was submitted by the applicant for the award. The Institute may have edited the text for presentation purposes. Health Improvement Institute has not verified, and does not guarantee, the completeness or accuracy of the information for any purpose. Institutions interested in adopting or adapting the practice would be well advised to contact the person who submitted the application and to evaluate this and any additional information for their purposes.


Description: FHI’s second edition of Research Ethics Training Curriculum (RETC), published in 2010, instructs individuals conducting research involving human subjects in principles of basic ethics. The curriculum particularly targets researchers based in developing countries, and is available for viewing or downloading*. It addresses the three basic principles of respect, beneficence, and justice, which extend to entire communities where research is conducted. The curriculum also recognizes the importance of involving communities in the design and conduct of research that engages human subjects, and it considers informed consent to be an empowerment process that continues throughout the duration of the research.

Genesis: In 1999, the U.S. National Institutes of Health (NIH) announced that key research personnel would be required to obtain education in basic research ethics. FHI policy requires that all key research staff and local researchers collaborating on international research projects receive basic training in research ethics. FHI saw the need for a practical, user-friendly tool that 1) provides basic, up-to-date, standardized training on the ethics of research involving human subjects and 2) targets international and multidisciplinary audiences involved in different levels of the research process. The RETC filled this need.
Experience: The first edition of the RETC was made available in English in three formats: 1) a print version within a three-ring binder, 2) a CD-ROM, and 3) an online version for web-based training. Translations followed: in Spanish (2002), French (2003), Chinese (2004), and Swahili and Portuguese (2005). Because the curriculum was intended for both individual use and facilitated training, it was immediately used in most settings. The RETC has been viewed on FHI’s website more than 150,000 times by visitors from 213 countries. The PDF file has been downloaded more than 10,000 times. FHI has issued 3,025 certificates of completion to individuals from 62 countries.

Compliance: The RETC was developed to satisfy training requirements for key research staff, in accordance with FHI policy directives and evolving requirements of the NIH, other funding agencies, and research institutions with which FHI collaborates in the field. No current US federal regulation requires that investigators or other research personnel obtain training in research ethics. However, it may be argued that compliance with the 45 Code of Federal Regulations, Part 46, requires a basic understanding of their philosophical foundations.

Protection of human subjects: By supporting the continued professional development of individuals who design, conduct, review, and analyze research that engages human subjects, the new edition of the RETC contributes to the protection of human subjects. Many who complete the curriculum obtain their first exposure to research ethics principles. The RETC contributes to a culture at FHI in which research is designed and conducted according to the highest ethical standards - a concept endorsed by all institutional officials who use the curriculum to train their research staff. This commitment extends to FHI’s collaborators, who are held to the same standards and are required to have the same training in research ethics fundamentals.
Monitoring and evaluation/outcomes: Course participants and instructors in the field provide ongoing monitoring and evaluation of the curriculum. Participants regularly rate most highly the way the training addresses the importance of research ethics committees, informed consent, and the responsibilities of researchers and sponsors. Many participants report that, as a result of their training, they are considering the establishment of a research ethics committee or updating the way that existing committees work. FHI has also been informed that, after their members received RETC training, standard operating procedures were developed for research ethics committees of national relevance in Colombia, Guatemala, Malawi, Panama, Paraguay, Peru, and Zambia.

Innovation: The RETC is primarily innovative in its focus on internationally accepted ethical principles and standards in conducting research, rather than on regulatory compliance. The curriculum centers on the principles of research ethics and their application in real-world situations. The RETC is innovative in its applicability across geographic, political, and cultural borders. It is also innovative in its format. It allows for individual or group instruction through a variety of media, as well as the use of real-life case studies to reinforce key concepts. The format is also free of copyright restrictions and allows institutions to adapt materials for local use by researchers.

Replicability: To date, a diverse group of institutions are using the RETC as an instructional tool. Among its many users are colleges and universities, academic medical centers, government agencies, nongovernmental organizations, and research institutions. Among universities that have used the RETC, several have their own curricula and institutionalized training, but use the RETC for their international research sites. FHI has invested significant resources to make the curriculum available free of charge to institutions in resource-poor countries. In addition, FHI directed a portion of its NIH-funded enhancement grant for human-subjects research to conducting regional training for international audiences in Southeast Asia and East Africa. To enhance the adoption and adaptation of the RETC, its materials may be modified or adapted for local use without permission. FHI does not charge for using the RETC and has also provided hundreds of hard copies and CD-ROMs free of charge. RETC implementation is flexible; associated costs vary according to the scope of work. The self-study mode has no direct cost in most developing countries. The cost of group training is site-specific, but may be minimal. For FHI-supported studies, these costs are included in the budget of each project.

Justification for award: The RETC successfully addresses a unique need created by the globalization of research. It was designed to provide training in basic human research ethics, in particular for international researchers based in developing countries. To assure the international relevance of the training provided, the RETC was reviewed by a group of international experts. While the new edition is currently available only in English, the 2001 version is available in Chinese, French, Portuguese, and Spanish and in printed, CD-ROM, and web versions. The RETC is widely used by a number of international organizations, including the WHO, PAHO, PABIN, FLACEIS, and FERCAP. To date, the online version has been viewed over 150,000 times, and the PDF has been downloaded more than 10,000 times. FHI has issued 3,025 certificates of completion to individuals from 62 countries. At FHI, the RETC has contributed to establishing a culture in which research is designed and conducted according to the highest ethical standards. This commitment has been extended to our international collaborators, who are required to receive the same training in research ethics fundamentals. New standard operating procedures are being developed as a result of training conducted for members of research ethics committees of national relevance in Colombia, Guatemala, Malawi, Panama, Paraguay, Peru, and Zambia.
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