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ccess to antiretroviral
treatment for HIV vaccine
trial (HVT) participants who
seroconvert during the course of
the study remains ethically con-
troversial. In most prevention
trials, including those conducted
in South Africa, trial participants
who seroconvert are referred to
publicly funded programmes for
treatment. This can be problem-
atic when there is inadequate
and uneven access to treatment
in the public sector. Academics,
representatives of international

organizations, and trial sponsors,

among others, have fervently
debated whether researchers,
sponsors and public health au-
thorities have particular respon-
sibilities to trial participants.
Although there is little published
on the views of communities,
recent guidance asserts that
communities should make inputs

As another
cohort of
FABTP train-

| ees leaves
Baltimore to
return to
Africa, | find
myself reflecting on how remark-
able training, interaction, and
collaboration are. Once again, we
had two extraordinary trainees
join us at Johns Hopkins this year
from Africa. Derrick and Aminu
come from different countries in
Africa that are thousands of kilo-
meters apart, they work in very
different positions in their coun-
tries (Derrick is at a University;
Aminu is with the National Ethics
Committee which is part of the
Ministry of Health), their goals for
the training were different
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into treatment and care deci-
sions.

This controversy provides the
background for my practicum
project: a qualitative study that

explored a South African com-
munityads
should provide what to HVT
participants, in addition to how
and why provisions should be
made at all. Respondents ex-
pressed that researchers should
help participants to access treat-
ment and care because they are

From the Director

(Derrick plans to teach; Aminu
plans to improve the oversight
functions of the National Com-
mittee and help Nigerian ethics
committees with their capacity

percep
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in a position to do so and have a
relationship with trial participants.

Practically, respondents suggested

that researchers could help by
facilitating referral until such time
that participants can access care
and treatment on their own. This
field study allowed me to exam-
ine not only what community
members think, but also high-
lighted the importance of includ-
ing their voices and preferences
when decisions are made. Failing
to appreciate what the commu-
nity believes and expects has the
potential to erode community
trust and lead to repercussions
or. researchers. Researchers
dedtd'be avx?alfe of\ﬂ sBectlve
participantsd
and respect for them, and the
consequent responsibility this
places on them. The manuscript
was recently accepted for publica-

tion in Developing World Bioethics.
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and faculty interested in bioethics
8 allows for us to get to know
each other deeply and have a six
month time together feel more
like having known each other for

development). Nonetheless, when years. | personally thank Joe Al

we had our weekly discussions
about tough ethics cases, when
we analyzed key articles, when
we critiqued
search proposals, or when every-
one drove to Washington, DC

for seminars or special meetings,
it was clear that we were joined
through a very special, mutual
commitment to research ethics,
and to supporting each other in
learning. The small size of this
programd housed within a large
institution full of other students
and investigators interested in
global health and other students

and Alix Morris for shepherding
and hosting Derrick and Aminu in
so many ways outside of the class-

e a crdom.dWe WwishrDérsck ane -

Aminu well as they go home to
reunite with
and as they start their practicum
projects. For those of you reading
this who are alumni of our pro-
gram, you know we will try to find
opportunities as soon as we can
for you to meet Derrick and
Aminu and welcome them into
your own research ethics work.

- Nancy Kass

FABTP Director
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Enhancing research ethics in‘: VA

Prior to the Johns Hopkins ensure that ethics is a major search, and thereby lead to |
Fogarty African Bioethics component in all my future systemwide transformation
Training Program (FABTP), |research endeavors. Further, | and the elevation of the role of |
had minimal exposure to re- am planning to review the ethics in the research agenda |
search ethics. The program course syllabus of my Univer- in Zambia. | also plan to un-
significantly enhanced my levekity of Zambia research meth- dertake PhD studies in re-
of knowledge, analytical abili-odology course to include search ethics, which will pro-
ties, and even the confidence sections on research ethics. Invide me with a platform for
with which | now approach the long run, | plan to develop sharing and promoting ethics
ethical dilemmas, knowing thata new ethics course which | and ethical conduct of re-
I have the necessary tools andintend to introduce in the search inthe country.
frameworks for deciding be- university as a schoalide
tween ethically challenging course. Outside the university,
policy options and justifying | plan to use my practicum as a
my decisions. Issues of ethicsstarting point in effecting pol-
and human rights are rarely icy change and improving prac-
considered with the serious- tice, beginning with the teach-
. ness they deserve in my coun-ing of ethics in tertiary institu-

PAGE 2 /

I would like to thank everyone
involved in the program for
the privilege to be part of this
great team. There can be no
great program without great
people, and you have all been a |
great bunch! | am sure that |

try. Therefore, the program tions, training researchers . . . I
raised issues that | may notboth in medical and social will contlnu.e pesterlng youlasl
. : have otherwise contemplated sciences. My aim is to contrib- move on in the eth|cs|f|e|d. |
DERLES G EL ) iz as a health researcher in Zam-ute to the development of a | "ank you all very much! |
with Program Director Dr. bia. cadre of ethicists and re- . oo i
Adnan Hyder i searchers well exposed to . )
Ltﬁ'm cor;lfldeint that rese.e:.rchl ethics. In the long run, it is my 2009 FABTP Trainee I
l'CS.W' play rl'(‘a“y C“r']ca hope that these individuals will
roles n m3|/ wor chJyer f e.” become champions for ethics ]
next several years. First, | will 0™ ool conduct of re- 7
T
My FABTP training was a won- The ftitl f i The goal of this study is to
derful experience. | enjoyed € utle of my praclicum  gescripe the qperati and
the mix of formal lectures, proposal IS 0 |:g§eg§n|92r=1"’h'dnéflQritruc%(jpeai1 hnf S
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Derrick Elemu and Aminu Yakubu
prepare dinner at the home of
Program Coordinator Joseph Ali.
It seems that striped shirts are the
American fashion!
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seminars, and site visits to
institutions, with  personal
mentoring provided by the
course directorsd they were
the best of paird Drs. Nancy
Kass and Adnan Hyder.

With the help of the course
directors, and of course Joe
Ali, the program coordinator, |
was able to develop a proposal
for my practicum project that |
was quite happy with. During
the development stages,
learned (in the words of Dr.
Kass) that writing a proposal is
like writing a recipe in a cook-
ery book: one must be quite
detailed, providing enough
subtle information to enable
people with a passion for
cooking to read it, understand
it, prepare the food, and get it
right!
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Committees in Nigeria: or-

ganizations, operations, and
needs. 6 The id
on research ethics commit-
tees stemmed from my role as
the administrative officer to

the National Health Research
Ethics Committee of Nigeria. |
had observed in my work that
although there is anecdotal
evidence of the presence of
research ethics committees in
Nigeria, there is no document
that provides information on

their existence and the ways
in which they operate and
function 6 a fact | garnered

through a systematic process
of enquiry. A study of this

nature could serve as the
basis for other empirical stud-
ies about research ethics com-
mittees in Nigeria.

functions of selected research
ethics committees in Nigeria
ﬁ]?elattioﬁ to (gs?ablighedgt?teslf dy
practice guidelines, and to
identify  ethics committee
needs for improvement. We
expect that the outcome of
this study will be important
for local and international
researchers, Nigerian students
seeking to identify relevant
RECSs, and for potential capac-
ity strengthening support from
NHREC and international
agencies. It will also be of
importance to NHREC, by
helping to strengthen its over-
sight and coordination func-
tions for all RECs in Nigeria.

- Aminu Yakubu
2009 FABTP Trainee
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Report from the FI

After my return to South Africa from ences, to convene international consul- this time to obtain a PhD. In 2007, | was
Johns Hopkins in 2003, my primary posi- tations, and to ceauthor several articles awarded a doctoral program scholarship
tion was project manager for the Ethics, published in peereviewed journals. My at the Centre for International Health,
Law and Human Rights group, a collabo- commitment to the field has grown and University of Bergen, Norway. | have
rating centre of the WHGUNAIDS | have been involved in conceptual re- completed the first two years of the
African AIDS Vaccine Program (AAVP). | search and writing on applied ethics program and in September will begin the
also continue to work as a consultantto towards resolving some of the following second leg, a twqear fellowship in the
the HIV/AIDS Vaccines Ethics Group issues: What should South African HIV Department of Bioethics at the National
(HAVEG). In addition to my more per-  vaccine trials do about social harms? Is Institutes of Health. The focus of my
manent posts, | had the opportunityto o0 o wvreeesear ch o6 an ap PhDovil bel taflarae South African dri-d
lecture on the topic of research ethics at criterion for determining research en-  ority setting for essential health re-

the University of KwaZultNatal and was try? What constitutes fair payment of  search and development. Within theo-

invited to teach in the South African participants for research participation? ries of global justice, | would like to
Research Ethics Training Initiative How does one facilitate the ethical in- develop an account of the moral obliga-
(SARETI) module on informed consent. | volvement of women in HIV vaccine tions of South Africa to other African
gained exposure to global ethics work on trials in Africa? countries.

HIV vaccine trials and contributed to

several major UNAIDS meetings on ethi- Five years on from my year as an - Nicola Barsdorf

cal aspects of these trials. | was also for- FABTP trainee in Baltimore, | now find 2003 FABTP Trainee
tunate to present at international confer- myself behind the desk again working
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’ 2009 SARETI TraineesA&dmBH k

On May 31, FABTP welcomed four new Kass and Andy Ruff. They also partici- Their knowledge and guidance helped
trainees to Baltimore from the South pated in a mock IRB session with the  to generate many useful discussions and
African Research Ethics Training InitiativeFogartyfunded Middle East Research  meaningful debates.

(SARETI) from the University of Pretoria, Ethics Training Initiative (MERETI).
South Africa. During the month of June,

the six African trainees from four coun- In between professional networking anc
tries across sutbaharan Africa partici-  studying, the trainees managed to prac-
pated in the Intensive Bioethics Course tice their bowling skills, catch a Balti-
of fered through Ge anorg @riolesvbaséball gére nwitness §
Institute of Ethics, met with researchers fireworks display, and dine together
from the U.S. Food and Drug Admini- over a traditional Nigerian feast. The
stration (FDA), the U.S. Office for Hu-  trainees collaborated on their research
man Research Protections (OHRP), the ideasi offering advice and support.
National Institute of Allergy and Infec-  Over the course of the summer, they
tious Diseases (NIAID) Division of AIDS formed collegial bonds with one an-
(DAIDS), and participated in a Johns other as well as with the program staff.

FABTP and SARETI trainees pose with

Hopkins summer institute course on We hope that the relationships forged ~ NIAID staff following an afternoon pres-
ethics issues in international human sub- during this past month will be main- entation and discussion on international
jects research, taught by Drs. Nancy tained for many years to come. research ethics led by Dr. Liza Dawson

and colleagues at Johns Hopkins School of
The depth of knowledge gained by the Public Health.
trainees during the month of June is
owed in large part to the network of
ethics professionals who donated their
time and resources to meet with train-
ees and offer guidance during their stay
in the U.S.

We are particularly grateful to Drs. Skip

FABTP and SARETI trainees visited the N6|50n’ Michelle RotCline, and Sf_ira

Goldkind of the FDA, Dr. Reidar Lie of

the NIH, Dr. Ed Bartlett of the OHRP,

Dr. Liza Dawson and her colleagues

from NIAID, and Dr. Henry Silverman FABTP and SARETI trainees speak with

University of Maryland campus this year
to participate in a mock IRB session
with trainees from the Middle East Re-
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search Ethics Initiati\_/e (MERET]), facili- of the University of Maryland for their Dr. Ed Bartlett during a visit to the Office
tated by Dr. Henry Silverman. generosity in meeting and working with  of Human Research Protections in Rock-
\ our six trainees during this past month. ville, MD /
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