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Forewnrd

The University of Dar es Salaam (UDSM) Is an cutonomous organization,
one of whose Instituticnal objectives is to advance frontiers of knowledge
through conducting relevant research. Currently the UDSM does not have
¢ comprehensive institutional ethics policy that would guide the ethical
conduct of research. A UDSM Resecrch Ethies Pollcy has thus been
developed to address those needs. '

The pelicy aims at promofing awareness of ethical principles and issues in
the conduct of research activities thereby clarifying -for researchers their
ethical okligatiens and giving guidelines for dealing with .conﬂicf of interest
as well as conflict of commitment. The policy has in place o code of conduct
for reseu_rch, which provides guidelines for human, animal, as well as internet
research, management of data and reé:ords, confidentiality of data,
matericl and specimen transfer, publication and authorship. The cade of
conduct c:_iso_,gives guidelines on acknowledgement of ;‘inancicil support
and how to deal with research misconduct. 7

The po]Icy s an expliciﬂy stated ethical framework for the University
community within which all research shall be conducted. It applies to all
members_ of staff, graduvate and Undergrcddme students who are involved
in research on or off the campuses of the UDSM. In addition, any person
not affiliated with UDSM who wishes to conduct research with UDSM staff
or students will be bound by the same ethics framework. Each member of
the University is responsible for impiementing this pelicy In relation to
scholarly work with which he/she is associated ond te avold any activity

which might be considered to ke a violation of this palicy.

Prof. Rwekaza S. Mukandala
Vice-Chancelior
University of Dar es Salaam

September, 2010
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Executive Summary

1. Introduction

.One of the institutional objectives of the University of Dar es Salaam is to

advance frontiers of knowledge through carrying out relevant research.
in view of that, the University established the Directorate of Research fo
coordinate research, to support faculties and institutes in their research
dissemination and to be the custodian of the University-wide research

policy and ccordination of its implementation.

In Tanzania, the Commission for Seience and Technelogy (COSTECH) was
established as o Government institution that coordinates all research and
the only institution that grants research permits to foreign researchers
after qscerfcxinlng shat the research being proposed has been cleared by

the relevant institution,

. The National Institute for Medica! Research, on the other hand, is the

national body that offers research clearance for heclth-reloted research
in Tanzania upon being satisfied with the scientific and ethical integrity of
proposals. University researchers collaborate with these institufions in

carrying out relevant research studies as a way of clleviating community

congcerns.

7. Need for Establishing the UDSM Research Ethics Committee

Since research is one of ’rhe'pilicu‘s of the University mission, the University
has as ifs strategic objective, to increase the volume and guality of research
outputs. However, In some cases, research may cause physical or
psychological harm to the communities where it is conducted. The otrocities
committed By the Nazis, the Tuskegee Syphilis Siudy, the Willowbrook
School Study, the Jewish Chronic Disease Hospital, the Milgram Obedience
and. Tearoom Trade Studies are some of the few examples of viclation of
the rights of research participants.  As a result of these, the international

research community observed the need for the rights of research

parficipants to be protected. Thus, the Nuremberg Code, the Declaration,

of Helsinki and the Belmont Report are some of *he international researcn
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community initiatives to ensure that communities' interests-are safeguarded
ond their rights observed and protected through the following basic
principles of research ethics: :
a) Respect for autonomy;

b) Beneficence;

c} Justice.

The UDSM Senate Research and Publications Committee is the participatory
organ responsible for making decisions on the scientific and ethical
soundness of research proposals. However, the Committee is composed
mainly of the University academic staff, which is contrary te internctional
and national guidelines. Moreover, the University does not have a
comprehensive institutional ethics policy that would guide the ethical conduct
.of research. Based on this background, a UDSM Research Ethics Policy
has been developed to address those needs.

© 3. The University of Dar es Salaam Research Ethics Policy

The policy aims af promoting awareness of ethical principles-and issues in
the conduct of research cctivities, thereby clarifying for researchers their
ethical obligations. it is an. explicitly stated ethical framework for the
University community within which all research shall be conducted. The
volicy applies to all members of staff, as well as graduate and
undergraduate students who are involved In research on or off the
campuses of the UDSM, In -uddfﬂor;, any person not affilioted with UDSM
who wishes to conduct research in collaboration with UDSM staff or students
will be bound by the same ethics framework. Each member of the University
is responsible for implementing this policy in relation t& scholarly work
with which he/she Is associated and to avold any activity which may be
considered to be a violatien of this peolicy.

4. Establishment of the University Research Ethics Committee (REC)
This policy advocates the establishment of o University Research Ethics
Committee. Appointment’ of members to the commitfee shall be made by
the Vice-Chancellor. The committee shall.be chaired by the Deputy Vice-
Chancellor {Academic) und the Director of Research shall be the Secretary.
The REC shall be responsible to the Senate Research and-Fublications

Committee,
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The University Research Ethics Committee shall have five sub-committees:
a) Biomedical Research Ethics Commitiee -

b) Humanities and Social Sciences Research Ethics Committee

c¢) Animal Resedrch Ethics Commitiee

d) internet Research Ethics Committee
e) Natural Sciences and Engineering Research Ethics Commrffee

" The primary roles of the sub-commiftees shall be fo receive and critically

review the scientific and ethical soundness of submitted research proposals

and make recommendations to the REC for ethical clearance.

The committee shall meet at least ence every three menths or as deemed

necessary. In appointing members to the committees, gender will be glven

consideration,

5. The Ethical Behaviour and Canduct for Research

The UDSM Is an aufonomous community which exists to further the pursuit
and dissemination of knowledge and understanding through scholarship
and ’reuching.“The code of cenduct for research in this policy underscores
the need for staff and students to respect the following sthical principles:
a) Respect for human dignity

b) Respect for vulnerable persons

c) Respect for confidentiality and privacy

d) Respect for justice

e) Respect for safety of researchers

f) Respect for existing ethical codes and professional standards

g) Balancing harm and benefits

The code of conduct provides guidelines for human, animal, as well as
infernet research, management of data and records, confidentiality of
data, material and specimen transfer, publication and authorship.
Furthermore, it explicitly provides guidelines on the acknowledgement of
financial support and how to deal with research misconduct,

While the University encourages its members to interact with the wider
community by undertaking sponsored research, consulting and engaging
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in other activities, this policy stresses that such activities must be consistent
with the principles of openness, trust and free enguiry. The pelicy gives
guidelines for dealing with conflict of interest as well as conflict of
commitment. It shall be the responsibility of every principal investigater to
make sure that he/she is familiar with the provisions of the UDSM Research

~ Ethics Policy and cede of conduct for research and undertakes to comply

with ifs requirements,

UDSM Research Ethics Policy & Operational Guidelines, 2010
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 CHAPTER 1

BACKGROUND AND RATIONALE FOR DEVELOPING RESEARCH
ETHICAL STANDARDS

1.1 Background

One of the institutional objectives of the University of Dar es Salaam is to
carry out research as a way of advancing the frontiers of knowledge.
Consequently, the University colluborates with many national and external
institutions in research, which in turn has increased the voiume of research.
Effective coordination of research has thus been seen o be important in

order for the University to realize this mission.

Apart from the increase in the general volume of research, there has also®

Leen gn increase in diversity, multidisciplinarity and the number of

stakeholders, giving rise to o number of ethical issues such as:

s Respect for human dignity

o Respect for free and informed consent
» Respect for vulnerable persons

+  Respect for privacy and confidentiality

= Respect for justice and inclusiveness

1.2 Rationale

Consistent with the National Health Research Ethics Committee Guidelines
far Research Involving Human Participants, all staff and students conducting
research with humans must ensure that their projects undergo prior ethics
review and clearance through an Institutional Ethics Review Committee. In
addition, any persgn not offiliated with UDSM, who wishes to conduct
resecrch on campus with UDSM staff and students as participants is bound
by the same ethics review requirement. Unferfunately, since its inception,
UDSM has not established an Institutional Ethics Review Board. With
increasing pressure for astablishing such review committees, it is now
appropriate thet UDSM establishes such a committee that will enhance
awareness of the existing natienal and international ethics guidelines, and

e S T T Y T T Y
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the role of resedrchers in protecting the rights of the communities where

research is conducted,

Ethical consideration in resecdrch has expanded considerably, spanning
from treatment of human subjects in research to the actual conduct of
research itself. For instance, with regard to medical research, prior to
World War I, there was little concern with the treatment of human subjects/
participants in research. Thus, there were no formal profecﬂons. However,
the atrocities committed by the Nazi physicians and administrators led tof
the Nuremberg Code in 1948, which laid down standards for physicians

to conform to when carrying out experiments on human participdnts.

The Commission for Science end Technology {COSTECH), a government
body mandated to issue research permits, requires confirmation from
relevant institutions that the resecrch has been cleared and complies with
ethical considerations.

1.3 Objectives

The broad objective of this policy is to promote awareness of ethical

princinles and issues in the conduct of research activities at the University

of Dar es Salaam thereby clarifying for researchers their ethical

obligations. The specific objectives are:

i) To establish @ system for research ethical assurance ot the University
of Dar es Salgam.

i) To develop ¢ code of ethical conduct for research at the University of
Dar es Salaam.

" UDSM Research Ethics Polficy & Operaiional Guidelines, 2010

CHAPTER 2
THE POLICY ISSUES AND THE STATEMENTS

2.1 Capacity Building in Research Ethics

The University shall:
) Faclitate the ethical conduct of scholarly research by developing and

providing capacity building programmes in research ethics for
researchers and members of the Resecrch Ethics Committees.

i) Create owareness of ethical conduct of research in the wider community.

2.9 Selection and Conduct of Research '
i) The choice of a research topic and the conduct of reséarch shall be
the responsibility of an individua! researcher in accordance with the

University research priority arecs. _
ii) Other relevant national and institutional policies, regulations and

"guidelines shall apply where appropriate.

2.3 Colluborative Research

The University of Dar es Salaam is involved in collaborative research
. &

projects with other national and international institutions. Where

collaborative research is being conducted:

i) The Principal investigator {(Pl} shall ensure that members of the research
team are aware of the contents of this Policy and of other applicable
ethical noims governing the conduct of research.

ii) The Principal Investigator shall take all possible steps fo ensure that the
nrovisions of this Policy are complied with by the research team,

2.4 Students Research

The University of Dar es Salaam encourages students to participate in
research in order o Inculeate she research culture. Where research is to
be conducted by students for academic credit:

i)l sholl be the responsibility of the superviser to inform the student of
his/her obligations in respect of the ethical conduct of reseurch.

SR e ———
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i) The superv}sor shall ensure that the student understands his/her
obligations In accordance with the University Policy.

ili) The supervisor shall take all possible measures to ensure that the
student's research is conducted in accordance with the provisions of
this Poillcy, and with other applicable ethical norms, and that the student
has signed the University Code of Research Conduct,

2.5 Honesty and Integrity
Honesty and integrity are critical in ensuring sustainable and quality
research; therefore the UDSM shall ensure that:

i} Researchers maintain the highest standards of henesty and integrity.
il Any form of academic dishonesty, including but not limited to the
following shall be penalized:
a) Falsification of Data
b} Plagiarism
¢) Fabrication
d} Not dec] aring a Conflict of Interest or Conflict of Commitment
e) Misuse of Research Funds :
f) Any other form of dishonesty in research that brings the University
into disrepute

+ 2.6 Enviro nmen?-

In the course of research, the environment moy be affected by the process
or applications in the research. UDSM shall ensure that:

i) All research is conducted in @ manner that does not harm the ecosystem.

ii) The environment is protected for the benefit of present and future
generaticons,

iii) Research does not harm health and well-being.
iy} Pollution and ecological degradation are avoided in order to:
a) Promote conservation; dnd
b] Secure an ecologically sustainable development and use of naturcl

resources while promoting justifiable economic and social
development.

UDSM Research Ethics Policy & Cperational Guidelines, 2010

2.7 Blohazard

Researchers working in luboratories are at risk of exposure to hazardous
biclogical or chemical materials. The UDSM shall ensure that

] All personnel working in research laboratories at UDSM are pro’recfed
from pessible harm resulting from exposure to hazardous hiological or

chemical materials.
M All personnel are appropriately trained to werk with hazardous

biological or chemical materials.
iii) Appropriate safety measures are astablished for the use of hazardous

material in each laboratory.
ivl Resecrch conduct complies with relevant national and internctional

ragulations with regard to bichazard matericis.

2.8 Intellectual Praperty

intellectual property is essential in research and ceademic institutions. The

UDSM shall ensure thaf:

= All researchers abide by the rules and principles as stipulated in the

Intellectual Property (IP) Policy of the UDSM.

2.9 Disputes Between Co-researchers
The UDSM encourcges team work in research which may sometimes give
rise fo disputes among the researchers. UDSM shall ensure that:

s All disputes between co-researchers are resolved amicably giving

preference to mediation and arbitration.

2.10 Disciplinary Action
In the avent of defaulting research:ethical standards, discipiinary measures

may be necessdry in order fo maintain high research ethieal standards.

The UDSM shall;

« Define apprepriate penalties such as loss of ethical certification or
ellgibility for funding or any other penalty which the University deems

uppropriaf'e.
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>;2.H Ethical Behaviour und Code of Conduct for Research

The University aims ot ensuring an environment of tolerance and respect
and belleves that the right of individuals fo advance their views openly
must be upheld throughout the University. The University also believes

that the pursuit of knowledge is the pursuit of truth, and should be carried -

out with honesty and integrity, via safe and responsible methods, bearing

in mind fairness and equity for the participants. The UDSM shall enhsure
that:

i} Each member of the University endeavours to contribute fo the existence
of o just and supportive community based on equality and respect for
individual differences.

ii) There is a research environment free from harassment and discrimineation
and abuse of supervisory authority,

- i Services, benefits, opportunities, and facilities offered by the University

are compatible with its purposes and cre provided fo all personnel in
the University community with the relevant qualifications. Thus, such
provisions shall not be denied wholly or partly on irrelevant or
prohikited grounds.

iv} Academic freedomis exercised in & manner consistent with the scholarly
obligation on the basls of teaching and research in honest and. ethical
quest for knowledge. The academic environment which fosters free
debate may from time to time include the presentction or discussion of
unpopular opinions or Zontroversial matericl. Such material shall be
dealt with as openly, respectfully and sensitively as possibie.

vl No member of the University community (staff, student) shall unduly

interfere with the research of other members of the university or any
other related activity of another University.

vi) Those with supervisory authority (academic or employment} use such
authority solely for the purposes explicitly stated or implied in University
policies, :

viiJAll forms of discrimination or sexua! harassment in research are not*
condoned..

vii] Staff and students cdhere to the following guiding research ethical
principles:
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a) Respect for human dignity.

b} Respect for vulnerable persons. -

c) Respect for confidentiality and privacy.

d) Respect for justice.

2] Respect for safety of students.

f)' Respect for existing ethical codes and professional standards.

g) Balancing harm and benefits.

2.12 Management of Research Data, Materials, Specimen

and Records
The University is committed fo openness in resecrch but recognises the

'righf for praotection of certain data and information for [P purpeses. The

UDSM shall ensure that

i} All researchers arrange for safe storage of «ll data and specimens on
which research is based in accordance with the provisions of the IP
pelicy.

EI-} Material or specimen transfer be specified in the protocol agreement.
Where the agreement does not specify, specicl permission shall be
obtained from the: UDSM Ressarch Ethles Committee.

i) All researchers ensure adequate arrangements for back-ups and
security of electrenic data sets.

iv) Primary data be stored in the school or department in which it has
been gathered and not by individual researchers. -

v) Dafa on which any research publication is based be retained for at

~ least ten years after publication.

vi) If o researcher leaves the University, the University and the reseorcher
are jointly responsible for ensuring that satisfactory arrangements are
made for maintenance of the data set. If there is no contractual

arrangement to determine what is to be done with the data, then

possible arrangements are:

a) The data set is retained in the University.

b) The researcher has access to the original data set and may keep
copies.

c) The data set is ‘rrc:nsferred to the research institution te which the
researcher is moving, provided that adequate facilities are available

for conservation and storage,
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vil} If no publications based on the data set appear within five years, the
data may be destroyed, ‘

vill) With respect to data confidén’ria]"ify, the following shall apply: |

a) Researchers are entitled to keep data sets confidentici before
- publication. A

b) After publication, when the research is in the public domain, the
data should be available to other researchers. it is recognised that
there may be technical or cost problems which prevent it from befﬁg
freely availahle, but the principle is that there should be an
opportunity for checking any data on which the meterial in the

public domain Is based. ‘
c] In no way do the requirements for data avallability override the
right to confidentiality and the privacy of individuals who are the

subjects of the research,

2.13 Publication

~Subject to the provisions of the [P Policy, the University encourages the
widest dissemination of research results by appropriate publication. Pressure
to publish is o modern fact of academic life with a strong bearing on the
career and standing of the researcher. [t is important that this pressure
does not [ead to ethical problems. The UD3M shall require researchers to
satisfy themselves that:

i) They have given fuil credit to the work of others, whether by citation,
acknowledgement or co-authorship.

if) They are prepared to take responsibility for all aspects of coliaborative
work,

iif) The work that they are submifting for publlcation is original.and worthy
ot publication. -

2.14 Avuthorship
Based on the Cepyright Laws of Tanzania, the UDSM IP Policy and part of

the Vancouver Protocol:

i) EBach author shall have participated sufficiently in the work to take
public responsibility for appropriate portions of the content.

UDSM Research thfcslPoh'cy & Operational Guidelines, 2010 Q

il One or more of the authors, as corresponding author, shall take
responsibility for the integrity of the work os o whole.
iit) Credit as an quthor shali be based only on parficipation in each of the

following aspects of the work:

@) Substantial contribution to conceptualisation and design of the
research, or acquisition of data, or analysis and interpretation of
data.

b} Either drafting the ur’rii:le or commenting critically on the draft.
¢) Approving the final version, fo the exfent that each author is
prepared to take joint responsibility for it.

iv) The acquisition of funding, the collection of data, or the general
supervision of the research group, shall not, by themselves, justify
autharship. Such centributions should be listed in the acknowledgements.

v) The order of authorship shall be o joint decision of the authors, decided
at an early stage of drafting the paper. Nevertheless:

a} In most fields of research, the first author is recognised as hcvmg
made the most significant contribution. This is the preferred style
unless the cgnventions of the field of research require anocther
ordering.

b) In Joint publications of a graduate student and his/her supervisor,
the graduote student shall be first author unless the supervisor's
contribution goes welil beyond material an which the graduate

student has worked.

2.15 Citaticn
It is important in ail publicaticns, including such documents as research

proposals, to cite all sources ‘properly. Citations serve two purposes: 1o
direct the reader to further information; and fo give due credit to the
source of ideas, quotations, or data. The UDSM shall require:

i) Researchers to give due credit to their sources of ideas, quotaticns or

data.
i1} That any of the following are appropriately cited:
a) Direct guotations of published material - longer quofations may

require a release from the copyright holder.
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b} The description, summarising, or paraghrasing of any previsus work.

¢} Use of previously published daota, presented in any form, such as
graphs, caleulations, or tables, Use of such dota also requires
permission in the form of clearance from the holde? of the copyright.

d} ldeas that originate from other published or unpublished scurces.

2.16 Acknowledgement of Financial and Other Support

The University gives o substantial amount of suppert to resecrch,‘ indirectly
by paying the salaries of researchers, und providing an infrastructure for
research, and directly by gronts or awards. Qutside bodies provide
substanticl direct research support. Collaberations between researchers
may lead to indirect support for o research publication from sevaral
different institutions. It is important that all such support Is appropriately
acknowledged, The UDSM shall require thah

i} Any publication emanating from resegrch supported by University
funding or other resources shall ucknowledge receipt of the University
support.

) The author's address be the University address for work done entirely
white an wuthor Is at the University. This applies even If g paper is
published after the author has left the University.

iil

If the work is done at more than one institution, then the addresses of
each institution should be used as the author's address, either as alternate
addresses, or with the main address being that of the institution ai
which most work Is done ond a footnote for the addresses of other
institutions.

iv) The author's address for work dene while on sabbatical leave should

include the University address. '

v) Direct support for research in the form of grants is acknowledged at

the end of the paper in the form required by the grant-giving bady.

2.17 Peer Review :
The world of academic publishing is dependent on the willingness of
researchers to give freely their time to referee papers submitted to journals

and to recommend on their publication. The University encourages its
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members to participate in this process. Such refereeing is done under
conditions of confidentiality and is privileged. The UDSM shall require the

referees to he .meticulous about the following:

i) Undertake 1o complefe their work expeditiously. If they cannot
complete the review in a reasonable time, they should ask the editor to
select another referee.

ii) No use should be made of any of the ideas or results in the work under
review until it has been published.

iiil Care should be taken to aveid o conflict of interest. If the referee Is
following a very similar line In his/her own work, the work under review
should in no circumstances be held up. If the referee is in any doubt of
his/her impartiality, the work should be returned to the editor with the

request that ancther referee be found.
It 1s uccepmbie to consult a colleague for technical advice, provided

that there is agreement that this is done cn the same busis of
confidentiality as is required of the referee. Such consultation should

be disclosed to the editor

=z

2.18 Redundant Publication
Redundant publication is the unnecessary publication of similar material in

different places. The UDSM shall require thath

) Resedrchers do not publish the same, or substantially the same, article
in different places. This does not prevent the later reprinting of an
article for a different readership or in an edited compilation by
agreement with the editor{s} or publ isher(s) involved.

i) Researchers consider carefully the most effective way to publish o
porticular research result or set of research results taking into account
the UDSM 1P Policy. This shall be done with regard to the best way to
communicate the results and not to maximise the publication count.

iii) Reseurchers do not release research results that have nof. been peer
reviewed to the media. Research results should be published in a peer-
reviewed Journal before being released to the-media, except in cases
of very important results, and with the concurrence of the editor of the

journal in which they are to be published.
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2.19 Plagiarism

It is . commen practice for researchers to read widely in order to find out
what others have done or are doing in-thelr areas of study. In the course
of doing sc, some researchers may use the ideas and work of others
whether pubiished or anub!ishgd without acknowledgement. This amcunts
to plagiarism. The UDSM shall require:

* Researchers to avoid uncredited use of the ideas and work of others,
whether this is in published work or in unpublished documents, As such,
they must continually be alert to the possibility that they may be
unconsciously using the ideas of others and be careful to give. full credit
to-the source:

"2.20 Research Misconduct

Research misconduct is fabrication, falsification, or plagiarism in proposing,
performing, or reviewing résearch, or in reporting research results, It should,
however, be noted that research misconduct does not include honest error
or difference of opinion. The UDSM shall require:

s Staff members and students to refrain from research misconduct.

2.21 Conflict of Interest and Conflict of Commiiment

The University encourages its members to interact with the wider community,
by undertaking sponsored research, consulting, and engaging in other
activities which may benefit the University, the public, or the individual.

Such activities must be consistent with the principles of openness, trust, and
free enquiry. The UDSM shail:

il Require that each member of the University has o commitment to agt in
the best interests of the University. ] »

li} Require that members do not allow external activities or financial
interests to Inferfere with that commitment.

2,22 Internet Research
Developments in the Information and Cemmunication Technology have, in
the recent years, played a very important role In research. With the globe
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heing connected by the Internet, the flow of information from one centre
to ancther through superhighways has encbled researchers to search,
aecess and download data easily. The UDSM shall:

s Put in place effective measures including e Code of Conduct on the
use: and protection of data and information from the Infernet.




|
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CHAPTER 3
OPERATIONALIZATION OF THE POLICY

3.1 Implementation Strafegy :
Effective jmplementation of the Research Ethics Policy requires o well-
defined system of institutional structures that will undertake the duties of

operationalization within the UDSM structures. Towards gchieving that
the UDSM shait " !

i) Establish a Research Ethics Committee (REC) which .shcsH be o sub-

committee of the UDSM Senate Research and Publications Committee.
i} Establish sub-committees In the following areas:

a) Blomedical research

b} Animal experimentation

¢} Research involving the rights of human subjects other than biomedical

research '
e) Internet resegrch
f} Natural Sciences and Engineering

3.1.1 Membership fo the Research Ethics Committee (REC)

The Vice-Chancellor shall appoint members to the REC and these shall be
approved b?f the University Senate. In appointing members tc¢ the REC
gender balance shall be given due weight. Appointments to the commiﬂee:
shall be in person depending on the interest, experience and expertise in
ethics. The REC shall have the following members:

a) Deputy Vice-Chancellor [Academic) - Chairperson
b) Director of Research . - Secretary
c] A medical practitioner

d) A biologist

e} An environmentalist

f) A social scientist

g) A legal expert

h] An Engineer

i} A community representative not associated with the University
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3.7.2 Meetings
The REC shall meet af least once every three months, or ds deemed
necessary to review and scrutinize protocols and fo ensure that scientific

and ethical standards are adhered to.

3.2 Sub-Committees of REC 7
The University shall establish specialist research ethics sub-committees of
the UDSM REC. Five specialist sub-committees shall be established, namely:

o) Biomedical Research Ethics Sub-Committee

b) Humanities and Social Sciences Research Fthics Sub-Committee

¢) Animal Research Ethics Sub-Committee

d) Internet Research Ethlcs Sub-Committee

e) Naturai Sciences and Engineering Research sthics Sub-Committee

The sub-committees shall:

il Review research proposals taking into account gcademic freedom and
its responsibilities, while providing accountability and quality assurance
to scholars and society in general. ‘

if) Effect ethics certification of research proposals.

iil) Treat research-related documents in she strictest confidence. Any
requests for review of such documents outside the respective

committees shall be forwarded to the appropricte committee chair for

authorization.

Appointment of members to the sub-committees shall be in accordance

- with standard operating procedures authorized by the University Senafe.

- 3.2.1 Biomedical Research Ethics Sub-Commiftee

There shall be established « Biomedical Research Ethics Sub-Commitiee
cppolnted by the Deputy Vice-Chancellor (Academic). The sub-committee
shall consist of health professionals, scientists, non-scientists and o community
representative. The following members shall constitute the Biomedical

Resagrch Ethics Sub-Committee:

a) Chairperson -  Dean, School of Medicing, MUHAS
b) Secretary - Director of Research

B S Y
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¢) A Representative from the nursing professmn
d) A pharmacologist
e) A social scientist

1) A legal expert

gl A lay member to represent the views of the community

3.2.2 Humanities and Sociaf Sciences Research Ethics Sub-Commitiee
(nen-Biomedical}

There shall be established o Humanities and Social Sciences Research
Ethics Sub-Committee. The Deputy Vice-Chancellor {Academic) shall appoint
members to the sub-committee. Appointment shall be in person depending
on Interesi, experience and expertise on ethics. Gender balance shall be
given serious consideration. The sub-committee shall be multidisciplinary
Includihg the following members: -

a) Chairperson .~ Principal, College of Arts and Social Scisnces
b} Secretary - Director of Research

¢} Two social scientists

d) A behavioural scientist

2) A health practitioner

f] A legal expert

g) Two community representatives not associated with the University
h) One groduate student

3.2.3 Animal Research Ethics Sub-Commifee

There shall be established an Animal Research Ethics Sub-Committee
appointed by the Deputy Vice-Chancellor {Academic). The Sub-Committee
shall be multidisciplinary and shall include the following members:

a} Chalrperson - Principal, College of Neatural and Applied Sciences
b) Secretary - Director of Research

c) Twe animal researchers

d} Two non-animal researchers

e] Anima!l health technician or laboratory instructor

f) Laborateory animal veterinarian

g] A community representative

‘ e) A .represeni'cﬂve from UCC ltd
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3.72.4 Infernet Research Ethics Sub- Committee
There shall be es’rc:bllshed an Internet Researech Ethics Sub-Commitfee that:

i) Recogmzes both ethically-pertinent similarities and differences befween -
traditional human subject research and research into online behaviour.

i) Arhculc:'res values and guidelines for Internet research that are genuinely
globuE in their validity, while acknowledging important cultural and
national differences in values that may require speci fic ethical codes

and guidelines for distinctive cultural groups.

The Internet Resedarch Fthics Sub-Commitice shall compris-e the following P

members appointed by the Deputy Vice-Chancellor {Academic):

a) Chairpersen - Dean, School of Informatics and Communication
Technologies i
k) Secrefary‘ - Director of Research ) : l

¢} Two system administrators
d) A representative from the Department of Computer Science

1 A representative from TTCL

3.2.5 Natural Sciences and Engineering Research Ethics Sub-

Commiltee
There shall be established a Natural Sciences and Engineering Research

|
|
|
|
Ethics Sub-Commitfee appointed by the Deputy Vice- Chancetlor i
{(Academic). The committee shall be multidisciplinary and include the :

]

following members:

a} .Chairperson - Deputy Principal (Academid), College of .
Engineering and Technology :

b) Secretary - Director of Research
i

¢} Cne sclence researcher |
d) One engineering resedarcher

)] Science technician or laborafory instructor

{) Enginéering laboratory technician or laberatery instructor

g} A community representative
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3.3 Guidelines fo Sub-Commitfees of REC

3.3.7 Guideiines for Bismedical Research Fthics Review

* " All biomedical experiments involving human subjects require prior ethical
clearance. Application must be made through the di:apropr?a‘re form to,
the Biomedical Resedarch Ethics Committee {Appendix 1),

3.3.1.1 Research with Human Parficipants

* Consistenf with Research Ethics Policy of the University of Dar es
Salaam, all staff, undergraducte and graduafe students conducting
research with human participants on or off campus, must ensure that
thelr prejects undergo prior ethics review and clearance through the
Humanities and Sccial Sciences Research Ethics Sub-Committee. This
requirement applies fo all funded and unfunded research regardless
of whether the procedures used are invasive or non-invasive in nature.
It alse applies to research conducted by undergraduate or graduate
students for thesis or course purposes. :

* The ethics review application extends to data gathering activities
involving human participants conducted for purposes of programme
evaluation, quality assurance and quality improvement. Any person.
not affilicted with UDSM who wishes to conduct research on campus
with UDSM students and /or staff as participants is bound by the same
ethics review requirements.

¢ FEthical clearance is not given to o research pregramme. Each individual
study or profect involving human participants must undergo ethics review.
If o grant award covers multiple studies, then each study must have «
corresponding application form and undergo ethics review and
clearance. For o grant account to be opened for research that will
invelve human participants, an ethics clearance application nseds to
be submitted tc the Human Research Ethics Committee prior to
commencement of the study.

3.3.1.2 Application Process
¢ The application process begins with the co}npleﬂon and submission of
two signed cpplication ferms. In addition, two hard copies of all
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attachments (e.g., recruitment material, infermation letter, consent form,
feedback letter) must be submitted simultaneously with the hard copies

of the application.

3.3.1.3 Fthics Review Process

¢ The intent of sthe ethics review process is fo ensure that all research
invelving human perticipants at UDSM is consistent with the UDSM Policy
and the National Guidelines on Research Invelving Human Subjects.

* The process:

i) Offers a level of assurance to the research participants, the
researchers and the University that the proposed procedures are
consistent with the research ethics guidelines, that the rights and
welfare of the participants will be protected and that the participants
will be involved in a consent process which is fully informed and
voluntary.

ii} Ensures ad.equcﬂe provisions for protection of individuals' privacy
as well as confidentiality of information they provide

iil) Makes cerfain that known and anticipated risks associated with the
procedures will be adequately communicated ond addressed prier
to participation, and are deemed tc be outweighed by potential
benefits from conducting the research.

« Procedures used fo recruit participants should be examined to ensure

" that participation Js voluntary and free of explicit or implicit coercion

and that the parficipants are able to withdraw their consent ol any

“sime without fear of reprisal.

3.3.1.4 Human Research Ethics Review
«  Projects referred to the Biomedical Research Ethics Committee (BREC)

include those that invelve the recruitment of vuinerable persons, eg
institutionalized eiderly people and those with procedures that pose
more than minimal {chysiclegical, psychological or other) risk to

participants.

2.3.1.5 Ethics Clearance of Modifications fo Approved Projects

s As ¢ condition of ethics clearance, researchers must conduct their
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projects according to the details they have nrovided in the application
form and for which efhics clearance has been granted.

Where modifications are required to be made to a project that aiready
has received ethies clearance, eg @ change of the design, incregse or
decrease in sample size, change of procedt)res,, change ‘of materials
being used, efc, it is the responsibility of the Pl to nofify the Human
Research Ethics Commi’r’reé of any proposed modification(s] 1 «
protocol ond to seek prior ethics clearance of these modifications.

A Request for Cleqrance of Modifications (Appendix ii) must be used
for this purpose.

The chairperson or any designated person will decide if the propesed
modifications can be included under the original project or if they are
sufficiently substaniive fo require submissicn of another application.

3.3.1.6 Annual Progress Reporf/Form

As o condition of efhics clearance, researchers are required fo update
the Human Research Ethics Committee on projects where recruifment
of participants and collection of data s expected to continue beyond
one year of the full ethics clearance date. This update process Is fo be
done using the Annucl Report Form (Appendix iil] in which the Pl provides
an update on detalls related to the project such as numbers of
participants whe are currently enrolled or who have already
participated in the project as well as details on the occurrence of any
adverse /negafive events.

- The P| is expected to complete the form and retum it fo the Committee

by the dafe‘spec{ﬂed in the form. Failure to complete and return the
Annual Progress Report may result in suspension of ethics clearance,

The process is repeated each year up fo @ period of four years from
the original ethics clearance date, while the study is continuing or unti!
the Pl indicates that the project has been completed.

Upon nofification that the study has been completed, the Committee
will close the file and store If.

3.3.1.7 Reporting Adverse Events

Researchers have an obligation fo report to the Human Research Tthics
Committee, cny occurrence of an adverse event(s] gssociated with o

R ———————— T J——
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profect that has ethics clegrance. This report must be filed within 24

hours of the event using the Adverse Event Reporting Form {Appendix
iv).

The chairperson, in consultation with other Commiftee members, will
offer recommendations and advice fo fhe researcher on © CoUrse of
actiori-to be followed and will monitor the situation until it s resolved as
appropriafe.

in o case where the Commitiee deems the risk to future participants 1o
Le substantial, o project may he suspended temporarily or indefinitely.
This decision may be reached in consultation with the researcher(s).
Researchers must provide an annual summary of all adverse evenfs

which have occurred during the previous twelve months of the project.

3.3.2 Research Involving Animals
The University of Dar es Salaam is & research intensive institution which

supporis the respensible use of animals in research for the purpose of
obtaining knowledge for potential benefit to humans and animals. The
use of animals for scientific, rechnical education and training is also

supported when ne acceptable alternatives exist, instructions fo investigators

submitting animal vse research proposais are provided in Appendix V.

9.3.2.1 Guidelines fo Animal Reséorch

B

Fthics Review

a) All research and teaching ‘volving use of live, non-human vertebrate
animals must be reviewed and granted ethics approval by the Animal
Research Ethics Committee before the work can begin.

b All proposals shall undergo rigorous review and scrufiny to ensure
that the study is scientifically sound and the procedures are ethical.

c) The species fo be used during the study shall be cppropridfe for
the study and expected resecrch outputs.

d) Only fhe minimum number of animals necessary for the study will

be used.
e} Appropriate procedu{"es, angesthesic and analgesia shall be used

to alieviate pain and discomfort both during and after the study.
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f! Only proposals that recelve prior ethics approval may proceed
and only according to approved procedures.

g) All teaching protocols shall undergo review to determine educational
merit. .

h) Any chdnges to the approved: protocols shall receive prior ethics
approval.

1} All projects shall produce annual pregress reports for review and
approval for continuation.

il Animal heusing facilities shall be menitored through regularinspection

to ensure complance with the guidelines.

i) Impert ond Exporf of Animals for Research

The c?nfribuﬂon of animals in research may at times reguire importation

or exportation of the animals for the following recsans:

a) Lack of availability of animal species needed for a particular
research.

b} Comparative research.

c) Research in different environments.

d) Expertise.

e) Facilities.

in any case, research animals for export and import must be fit and
free from disease. During transportation they must be handled with
care. It is important that there should be a clear Mol between the
collaborating institutions. !t is the responsibility of the researcher to
ensure that all conditions in the Import Form (Appendix vi} and Export
Form (Appendix vii] are met. '
iil) Animal Research Field Studies

Wildlife e.g. monkeys, gorillas and others have provided important
information on physfol_ogical functions, in the treatment of diseases,
behaviour, etc. International organizations eg the World Wildlife Fund’
(WWF) as well as national organizations eg Tanzonia S.ocie‘ry for the
Prevention of Cruelty to Animals (TSPCA), are keen ‘on how animals
are handled. Cruelty against animals is highly discouroged.
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Anmimals, like human beings, may be harmed by research physically or
psychologically. Good care improves the welfare of the arimals and
~ consequently wili yleld better, dependable and reproducible results
than those for animals that are poorly captured, kept or made to suffer
from diseases. Details of the procedures that should be executed in
the field are provided in Appendix viii. [t is the responsibility of the
investigator to obtain all necessary permits far work with wildlife.

3.2.3 Guidelines for Humanities and Social Sciences Research Ethics
Review (non-Biomedical)

3.3.3.1 Generadl

Flawed research has confinued to be conducted by prominent researchers,
approved by well-constituted institutional review boards and research
outputs pubiished in internationally recognized journals despite the
numerous internafional instruments for protecting the rights of research
subjects. Ressarch may cause physical and psychological harm that may
not be fully perceived and tends fo be neglected by researchers. The
inclusion of social sclentists has proved to be useful in the understanding

of diseases and health and should be encouraged.

2.3.3.2 Humanities and Social Sciences Research Review

Research involving human subjects requires ethical clearance frem the

Humanities and Social Sclences Research Fthics Committee. Application is

to be made on the appropriate application form. Guidelines to humanities

and social sciences research are similar o thase applicable in biomedical

research because in both cases they invalve human subjects.

3.3.4 Guidelines for Infernet Research Review
The Code of Conduct on the Use of Internet shall provide clear guidelines

on the internef Research Review.

3.3.5 Guidelines for Natural Sciences and Engineeting Review

Consistent with the University of Dar es Salaam's Research Ethics Policy,
alt staff, undergraduate and graduate students conducting research within
natural sclences and engineering on cr off campus must ensure that their
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projects undergo prior ethics review and clearance through the Natural
sciences and Ehgineer'mg subcommittee, This requirement applies to all
grant-funded and unfunded research regardless of whether the
procedures used are Invasive or non-invasive in nature, It applies to
research conducted by undergraduate or graduate students for thesis or
course purposes. '

In addition, the application of ethics review extends fo data gothering

~ activities for purposes of programme evcluation, quality assurance and
quc:nli’ry improvement. Any person not offiligted with UDSM who wishes to

concluct research on campus with UDSM students and/or staff as
participants [s bound by the same ethics review requirements.

3.4 Sub-commiitee Meefihgs.
All sub-committees of REC shail meet regularly to review protocols,

o
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CHAPTER 4
CODE OF CONDUCT FOR RESEARCH AND ETRICAL BEHAVIOUR

4.1 Code of Conduct for Research

4,1,1 Guiding Principle
Specifically, staff and students should respect the following guiding ethical

principles:

4.1.2 Requirements for Observance
This code applies to all individuals participating in research under the

auspices of the University of Dar es Salaam. This includes:

*  Academic staff

= Staff providing technical or administrative support to research activity

*  Staff employed through research grants or confracts administered by
© the Universl‘ry ‘

»  Staff of research centres and units

 Graduate or undergraduate students participating In research

=  Any other indiv.l'dual, such os honerary appeintees and visiting

researchers making use of any University  resources

All researchers working on campus must complete o research consent form
stating that they are familiar with the code and undertake to observe if.
Contracts of affiliation befween the University and independent research
institutes should ensure that the independent institute adheres to a

comparable code of ethics.

Where appropriate, the code specifies formal procedures and regulations.
Nevertheless, it recognises that in ethical questions, it is not possible to
legislate for every eventuality. The overriding principle is an expectation

of all researchers that they are to act with integrity in the interest of the

University and t¢ be scrupulous in conducting thelr offairs.
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4.2 Breach of the Code

Failure to observe the requirements of the code may be grounds far
disciplinary action under the conditions of service applying to the University
staff or under the student disciplinary code as appropriate.

4.3 Advice and Help _
Advice and help in interprefing the code may he obtoined frem the

chairpersons of the five Research Ethics Committees, namely:

a) Biomedical Research Ethics Cornmittee.

b) Animal Reszarch Ethics Committee,

c) Humenities and Social Sciences Research Ethics Committee.
d) Internet Research Ethics Committee.

e} Natural Sciences and Engineering Research Ethlcs Committee.

4.4 Findings of Research Misconduct
In erder to establish beyond reasonable doubt research misconduct there
must be evidence that:

a) There is si-gniﬂ(:dn‘r departure from accepted practices of the relevant

research community.

b} The misconduct must have been committed intenfiondlly, or knowingtly
or recklessly. ‘

c) The allegation must be proven by a preponderance of evidence.

Therefore, research misconduct, as so defined, is a serious disciplinary
offence. It is classified as misconduct under the conditions of service applying
to the University staff and under the student disciplinary code. In cases
where an investigation leads to o recommendation for disciblinary action,
this will be taken under the provisions of whichever of these codes Is
applicable,

4.5 Dealing with Research Misconduct

Research misconduct is rare. Most researchers operate dccording o the
highest standards, and, as a consequence, there is generally a high level
of trust between them, Individuals are naturally reluctant to enfertain any
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suspicion about the activities of o colleague. A serlous case of research

misconduct may lead to the end of o research career, and may reflect

badly on colleagues and on the University. If suspicion arises, it can lead

to considerable agony of mind on the part of « potential whistleblower in
deciding how to proceed. It is important, therefore, to emphasize that the

Umversu‘ry is committed to the following principles:

»  Any allegation of research misconduct must he dealt with expeditiously.
1¥ such misconduct is established there is an absolute responsibility to
expose i '

s A finding that research misconduct has occurred wili be dealt with openly,
and all steps to correct its effects will be taken.

* The rights of any researcher accused of misconduct must be protected.

*  The rights of any individua! reporting suspicions of such misconduct in

good faith must also be protected.

An individual who suspects that research misconduct may have occurred s
s’rrongly encouraged to discuss the problem in confidence with the
chairperson of the appropriote Committee who will confidentially provide
counseling to determine whether the concerns fall within the definition of

research misconduct,

" The consequences of research misconduct are so severe, hence there are

several stages in the process for investigating it:

s Should an Individual believe that research miscenduct may have

occurred the facts should be reported to the Deputy Vice Chancellor
{Academic).

¢ The Deputy Vice-Chancellor {Academic) shall, without delay, appeint
o committee of investigation to establish the facts of the matter and to
recommend whether there is a prima facie case to be answered. The
committes shall:

@} Inform, in confidence, those directly affected by the mvesnga’non
of #s-nature. This will include the appropriate line manager, or
supervisor of the indlvidual involved.

b) Conduct an investigation to establish the facts.
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¢} Report to the Deputy Vice Chancellor (Academic) within three weeks
of establishment of the committee. This should elther be a final report
or @ motivation to extend the investigation for a limited period.

d) The final report shall recommend:

i) ‘Whether there is a prima facle case for disciplinary action.

i) What immediate action, if dny, must be taken to rectify any
irregularity. Full details of such action shall be made available to dll
interested parfies inside and outside the University,: either

immediately, or, if necessary, after completion of o disciplinary case.

_ 1)) On receiving the report, the Deputy Vice Chancelior {Academic)

will, without delay, take appropriate action, based on the
recommendations of the committee, referring the matter for
disciplinary action if necessary.

iv) After the completion of any disciplinary case, o full report of the
facts of the case and the actions that have been taken to rectify
the sttuction will be made public.

v) All steps will be taken to protect the interest ef the individual

reporting. the misconducth

4.6 Disclosure of Conflict of Interest

A conflict of Interest occurs when o member of the University has an
opportunity, whether real, potential, or perceived, to place his or her
personcl interests, or the interests of external organisations, ahead of
the interests of the University.

In the academic environment, there are many.opportunities for conflicts
of Interest to occur. Not all can be covered by formal procedures.

All members of the University are expected to conduct their affairs in
such a way that they can stand close scrutiny and are in accordance
with scrupulous ethical standards. in case of doubt, advice should be
sought before: proceeding.

i @ member of the University has any reason to believe thaf some
actlvity constitutes, or has the possibility of constituting a conflict of
interest, it is required that a disclosure statement he lodged In the
Directorate of Research

The disclosure statement should include:
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i) A statement of the nature of the conflict.

i} A proposal from the staff member of how the conflict of interest is
to be managed.

i) A procedure for the moanagement or elimination of the conflict
agreed with the College Principal, Head of Schoel, Dean or as is
appropriate. This procedure may demand varying levels of

. oversight, and may Include prohibition of the activity.

o To assist members of the University in the process tor disclosure there is
disclosure form providing a check list to help establish the noture of
the conflict. Failure to disclose the existence of o conflict of interest
may constitute dishonesty in terms of the University's disciplinary code
and may lead fo disciplinary action. The emphasis is on seif-regulation.
Details are provided in Appendix ix.

4,7 Conflict of Commiiment

o A conflict of commitment takes place when the commitment of & member
of the University to external activities affects his/her ability to meef
his/her University commitments.

* Generally, University researchers have commitments to their teaching,
research progbrdmmes, research supervision, consultancies and their
administrative duties. It is expected that these commitments will be fully
mef, not just in the formal requirements of the University policies and
practices, but also in the spirit of the University- vision of excellence.

¢ in undertoking external activities, members of the University should
+ake into account the possibility of conflict of commitment and should
abide by the University policy governing private remunerative work.

4.8 Safety

»  The University, in common with all other organisations in Tanzenla, is
subject to the provisions of the Occupational Safety Act.

4.9 Ethical Behaviour
4.9.] Ethical Principles

The University of Dar es Salaam is an aufonomous community which exists
to further the pursuit and dissemination of knowledge and understanding
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through scheolarship and teaching. The University aims ot ensuring an
environment cf tolerance and respect and believes that the right of
individuals te advance their views openly must be upheld throughout the
University. The realization of these intentions requir’e"s respect for the

following specific principles:

4.9.2 Specific Principles {(Muman Rights)

Without limiting the generality of Section 4.1.1, the following shall be
taken as violations of this Policy, and may also be in contravention of the
Bill of Rights: '

a} Discrimination is defined as any action or behaviour that results in
adverse or preferentic] tregtment related to those grounds prehibited
under the Bill of Rights. A

b} Hargssment is defined as engoging in o course of vexatious comment
or conduct that s known, or ought reasenably to be known, to be
unwelcome,

c) Sexual Horassment is defined as unwa!come-adv'ances, requests for
sexual favours, or other physical conduct of @ sexual nature by way of
words, acts, gestures or comments that would embarrass, humiliate,
intimidate, demean or compromise a reasonable person at whom such
advances, requests or conduct were directed, and as further elaborated
in the UDSM Anti-Sexual Harassment Policy.

d) A ’poisoned environment' (or one that Is intimidating, hostile or offensive)

can be created based on any of the prohibited grounds under the Bill
of Rights; and can be described as comment or conduct that is contrary
to the aims of maointaining a supportive, respectful and folerant

environment.
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CHAPTER 5 _
OPERATIONAL GUIDELINES AND PROCEDURES

5.1 Infroduction

These Guidelines are made pursuant to the adoption of the UDSM
Research Ethics Policy. The guidelines, highlights the main action peints and
responsibilities of the relevant organs contemplated under the Policy. The
guidelines aim at facllitating the smooth operation and realization of the
vision envisaged under the UDSM Research Ethics Policy. The guidelines
are not meant to be substitutes to the provisions of the Policy, rather are
intended to amplify and contextualize the provisions of the Policy.

5.2 Research Ethics Guidelines

5.2.1 Insiitutiona! Framework for Research Ethics at UDSM.

5.2.1.1 The Resecrch Ethics Committee (REC) established under Article 4

of the UDSM Research Ethics Policy shall be the highest decision
macking organ in the review exercise of research propoesals for
examination of scientific ‘and ethical complilance,

5.2.1.2 The Research Fthics Sub-committees in Biomedical, Humanities and
Social Sciences, ‘Animal, Internet, and Natural Sciences and
Engineering shall assist the REC in dischcré]ng its role effectively.

© 5.2.1.3 Uriless there are special circumstances or an overlook of the material

fact(s) in the review exercise, the decision of REC shall be final on
matters pertaining to research clearance,

5.2.1.4 An aggrieved party may appeal against the decision of REC under
Article 2.1.3 above in writing by showing the facts which were
overfooked or the special circumstances.

© 5, 2.2Guidelines on the Capacity Bui]diﬁg in Research Ethics

5.2.2.1 |t shall be the duty of REC in liaison with the Research Ethics
subcommittees to devise o program for capacity bullding ameng
members of the UDSM and the collaborative partners.

5.2.2.2 Such progrems shall identify Tai’gefed groups and the potential
source of funding.
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5.2.2.3 REC may liaise with the Directorate of Research for the acquisition
of the funds to facilitate the bullding of capacity in research ethics.

5.2.3 Guidelines on Selection and Conduct of Research

5.2.3.1 Whereas the selection of research topic and the overall conduct
of research is the responsibility of the investigator, the underlying
* goai for selection shall be aimed ot improving the welfare of human
belngs. .
5.2.3.2 In the case where o research involves human subjects, it shall be
" conducted under the principles of respecting the voluntary wishes
of the subjects under the study and profecting thelr prlvcxcy and
right to health,

5.2.4 Guidelines on -Collaborative Research

5.2.4.1 Unless it is otherwlse expressly agreed by the parties, in the case
of collaborative research between members of UDSM and cther
external parties where the primary research location is in Tanzania,
the provision of the UDSM Research Ethics Policy shall be applicable.

5.2.4. 2 In the case of conflict between the provisions of the LJDSM Research
Ethics -Policy and the policy of celiaboruating institution(s), the
consensus shall be arrived at by involving REC and respansible
organ of the collaborating institution(s}.

~5.2.5 Gui&elines on Student Research

5.2.5.1 Students who are conducting research as part of their studies at
UDSM, either as full time, part-time, or visiting students, are bound
to observe the provisiens of the UDSM Research Ethics Policy.

5.2.5.2 Under special arrcngements to be approved by REC, visiting
s’rudenfs/reseorchers may be exempted from certain provisions
of the UDSM Research Ethics Pelicy, in particular where there are
special arrangement between UDSM and the institution of the

visiting students/researchers.

5.2.6 Guidelines on Environment

5.2.4.1 In the case where REC have reason to believe that given the nature
of @ particular research, there is a danger fo environment, special
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care shall be exercised in making sure that o thorough Environmenial
impuact Assessment{ELA] s carried out and presented far
examination before REC before @ research clearance Is granfed.

52.6.2 The criterion for ElA issued and applied by the Netienal
Environmental Management Council [NEMC] shall apply mufatis
mutandis. 4

5.2.6.3 lnorder fo effectively discharge s duties regarding environmental
protection, REC shall regularly liaise with appropriafe national
organs that deal with environmental issues

5.9.7 Guidelines ob Protection against Biohazards

5.2.7.1 In order tc establish the safest possible rasearch environment af
~UDSM, REC shall ligise with Insurance Companies fo ascertain the
possibility tor the UDSM to provide insurance covers against bic-
hazards to researchers in certain specified types of research.
5.2.7.2 The decision on which fypes of research should be covered by
‘nsurance shall be made by the UDSM Senate Research and
publications Committes, taking into cceount the nature of research,
the extent of risk involved, and the potential social and economic
 value returns from the research outpuf. _
5.27.3 Where approepriate, REC shall ablige research funding agencies
to provide for insurance cover fo researchers of UDSM who are
involved in o particular research cgainst bichazards prior fo

commencement of the research.

5.2.8 Guidelines on Dispute Resolution

5.2.8.1 In the case of dispute between co-resedrchers, of researchers
and UDSM, or another institution and UDSA, which the partles
have failed to seftle amicably, an od het Dispute Resolution
Committee {DRC) of three members shall be constituted BY nvaC
[Academic) within 21 days of reperting. ' '

5.2.8.2 The DRC shail consist of © legal exper, dn expert in the relevant

" fleld of research from UDSM, and an independent purty from

outside UDSM. )

5.2.8.3 Within 14 days of iis, DRC shall set a date for a preliminary meeting
to discuss preliminary issues on the bosis of the available

information.
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5.2.8.4 Within 7 days after the preliminary meeting, DRC shall set a date
for hearing of the parties and resolving the dispute. Parties may
appear in person of submit their arguments in writing.

5.2.8.5 Unless there are exceptional circumstances to justify the contrary,
DRC shall endeovor 10 undertake all regsonable steps 1o make
sure that the matter is resolved with 90 days of ifs receipt of the

_ dispute.

5.2.8.4 By agreeing 1o culymit their disputes fo DRC, parties implicitly agree
to waive their rights fo further pursue fheir rights in the subject
matter of dispute in courts of low. ‘

5.2.¢ Guidelines on Ethical Behavior and Disciplinary Measures

572.9.1 UDSM through REC shcll ensure that all researchers comply with
the highest ethical standards enshrined in the UDSM Research Ethics
Palicy.

5.2.9.2 In order fo effectively administer sthical compliance, REC shall
devise « special Checklist of Ethical Compliance Form which
researchers will be obliged to fili quarterly or ofherwise as deemed
fit by REC. )

5.2.9.3 A deliberate Non-compliance fo the established research ethical
standards as enshrined in the UDSM Research Ethics Policy shail
aftract o severs penalty.

5.92.9.4 Apart from the farms of penalties enumerated under Arficle 2.70
of the UDSM Research Ethics Policy, other disciplinary measures
may include crimingl sanctions ds per the criminal laws of the
Counfry.

5.2.10 Guidelines on Management of Resecarch Datd, Material,
Specimen,‘und Records

572.10.1 All recordable research data shall be recorded in the UDSM
Research Notebooks and kept and iocked in the safe at the
departments.

5.2.10.2 The ultimate responsibility of safe custedy of research data,
specimen, materiai and other records rests with the Lead/Principal
Investigater. )

52.10.3 Under no circumstances, chall the matericls or specimen for
research be transferred to ancther party without leave of the

,,,_,_n___—‘_,__.——_____ax._f.__-,_..f-__r.f et
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REC and duly signing of the Material Transfer Agreement {MTA},
the scmple of which are available at the UDSM intellectual Property
Manogement O#tfice (IPMO):

5.2.10.4 Receipt of dafc, records, specimen, and material for research
by UDSM from ancther party shall abide to the sume procedure
enumerated under 5.2.1 0.3 above.

5.2.11 Guidelines on Publication of Research Data

52.11.1 Research data shall only be published after consultation with
the IPMO which shall examine the IP potentlals of the said datd
and advise accordingly.

5.2.11.2 In order NOT to thwart dissemination of otherwise unpofemcb'ie
date for the public good, the 1PMO shall be required to carry its
excmination expediently within reasoncble time-frame, not

exceeding 90 days.

5.2.12 Guidelines on Authorship and Citation

52.12.1 ltis understood that determination of authership is a legal process
which shall be bused on the provisions of the Copyright and
Neighbouring Rights Act of 1999 and the provisions of the UDSM
intellectual Property Pelicy, 2008. .

5.2.12.2 All researchers are required to give full acknowledgement ond
citation of the source of information that they use In their research,
failure of which shail be regarded to be d rasearch ethical

misconduet, punishable within the framework of the UDSM Research

Ethics Policy.

5.2.13 Guidelines on Plagiarism

5.2.13.7 UDSM shall undertake to launch d special campaign to raise
awdreness on the risks and consequences of p'logiuri,sm to students
as well as researchers.

5.2.13.2 Supervisors shall promptly report 1o REC all cases of plagiorism
from their supervisee for onward disciplinary actions.

5.2.13.3 In all cases where plagiarism is established by evidence, UDSM

chall met severe punishment fo d guilty party; the penalties may
include a written reprimand, dismissal, discontinuation from studies
or any other disciplinary medsure which the prevailing circumstances

may warrant,
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3y
5.2.14 Guidelines on Conflict of Interests

5.2.14.1 In all cases of conflict of inferests in a particular research preject,
a member of the UDSM who is invelved or reguired to be involved
shall notify REC on the existence of such conflict. .

52142 Upon receipt of such notice, REC shall promptly evaluate the .

focts and make o decision on whether such party should withdraw
from such research project or otherwise.

5.3 OQOther Issues

5.3.1 Periodical Review of the Guidelines
5.3.1.1 These Guidelines shall be reviewed ofter every 3 years in order
© 1o gscertain their efficacy and updating in line with the national, -
regional and internctional research regulations and best practices.
5.3.1.2 The review team shall be constituted by DVC {Academic) cnd shall
include members from academic, research and develepment

institutions.

5.3.2 {-\pplicuﬁon of the Guidelines

S 320 These guidelines are applicable to members of UDSM and cther

. parties who may carry on research involving UDSM.
3272 These Guidelines shall be read together with the UDSM Research
Ethics Policy and UDSM Intellectual Property Policy. ’

|, Prof. R. & Mukandala, the Vice Chancelior of the University of Dar es
Salagam, by virtve of the powers conferred to me by Section 8 of the
University of Dar es Salaam Charter, 2007, and Rule 5(3)(k) of the

University of Dar es Salaam Rules, 2007, do hereby approve these

Guidelines with effect FromMu e and they shall form
part of the UDSM Research Ethics Policy, 201C

Prof. k. 5. Mukandala,

Yice Chancellor,
University of Dar es Salaam




p R

5,

38 ' UDSM Ressareh Ethics Policy & Operational Guidelines, 2010

References

About Ethics at CDU. Chaeries Darwin University hﬂp://www/cdu.edu.ou/reseorch/
ethics/ethics_about.himl : .

Current Students -Postgraduate Research. The University of New South Wales htto:/
/www.unsw.edu.qu/currentSfudems/posrgradReseurch/res/cspgrpoﬁcyproc.html

Ethical Behaviour Poliey 233. University of Waterloo http://

www.resecrch.uwcferloo.cc/efhics/m]sconduc’r/guid&lines\/po[icySB.hfm[

Ethics Policy: St Edwards University, Course Policies htfp://www.éfedwurds.edu/»

educ/minus/read1323/gethicteach.himl

Ethics Review of Research Involving Human Subjects. Simen Fraser University https/
/wwa.sfu.cc/policies/resec:rch/rQO-O1 him

Guidelines and Policies, University of Waterleo ht'rp://www.resecrch.uwaterloo.cu/
efhicsI/humﬂn/guide]ines.asp

Guidelines on Ethics for Health Research in Tanzania

Human Research Ethics Committee. Central Queensland University http:/ fwww/

cqu.edu.ou/ppmc:nuc:l/commh‘rees/humanesearch.pdf

http:/ /wwwanyu.edu/p rofects/nissenbaum/profects_ethics.html

Integrity in Resecrch Administrative Guidelines, Univarsity of Waterloo https//
www.resecrch.uwaterloo,ca/ethics/misconduc’r/guidelines/
misconduct_guidelines.ntmi 8/26/2004 |

International Ethical Guidelines for Biomedical Research Invelving Human Subjects,
CIOMS, Geneva, 1923, p.11. Council for International Organizations of Medical
Sciences [CIOMS) in collaboration with the World Health Qrganisetion (WHO)

Joint NHMRC/AV-CC Statement and Guidelines on Research Practice. Australian
vVice-Chancellors' Committee H‘rpp://www.avcc.edu.au/news/publicﬂsm‘remenfs/
publicaﬂons/glresp-m.hfml ‘

Laboratory Biohazards Pelicy for Research Facilities and Persennel. Texas Tech
University Health Sciences Cenfre

Large Research Grants Scheme: Guidelines for the year 2000 Gronts, Australian
Research Councll, 1999, p.4. Department of Educetion, Treining and Youth Affairs

McGI! University policy on research ethics, McGill Research at Mc Gill http://

www.m_cgm.cc/rese0rchoffice/polides/sponsored/policies/e‘rh'rcs
National Stotement on Ethical Cenduct in Resedrch 'nvelving Humans- Preamble
Nationa! Health and Medical Research Council hﬁp://www.hecl’rh.gov.csu/nhmrc/

publications/humans /preamble.htm

UDSM Research Eftics Policy & Cperational Guidefines, 2010 39

Office of Research Integrity US Department of Health and Human Services

On being a sclentist - Responsible conduct in rasearch, National Academy Press,
Washington DC 1995 '

Online Ethics Center for Engineering and Science at Case Western Reserve University

Policy and procedures on Ethics in Resaarch. The University of North Careling at
Chapel Hill, Augusf 1994

Regulations governing conflicts of interestin proprietary research, McGill Research
at Mc Gill hf‘rp://www.mcgIli.ca/reseorchoffice/po[icies/sponsored/polides/
proprietary

Report of the Reviaw of the Role and Funciioning of Institutional Ethics Commiitees.
A Report to the Minister of Health and Family Services, March 1996,
Commonweaith of Australia, Canberra

The Belmont Report: Ethical Princinles and Guidelines for the Protection of Human
Subjects of Research. The Naotioncl Commission for the Protection of Human
Subjects of Bismedical and Behavioural Research, Department of Health, Education
and Welfare Publicdtion No (OS) 78-0012, US Government Frinting Office
Washington, 1978

Links to Professional Canduct Statements
«  American Chemical Socisty

s American Mathematical Saclety

»  Association for Computing Machinery

* Institute for Flectrical and Elestronic Engineers




P SRR SRt

40  LUDSM Research Eihics Policy & Operationc! Guidelines, 201 0

APPENDICES

APPENDIX 11 ApPLICATION 'GUIDELINES FOR FTHICS REVIEW
{General Information and Completing the Application),

General Information

The University of Dar es Salaam Research Ethles Committee serves all the

academlc areas including, but not limited to, the following areas: Health
Sciences, Anthropology, Ecenomics, Geog raphy, Polltical Science, Scciology,
Management, Law, Engineering, Religious Studies and any other units

deemed relevant,

Contact Information
All researchers are advised to contact the Directorate of Research for

further clarification.

What Needs to be Reviewed?

o All research invelving human subjects conducted by o University-
affiliated faculty, students or staff, conducted on campus or elsewhere,
requires review and. approval by the REC hefore the research may
begin. This includes all funded {granting agencies/ contracts) and non-
funded research.

s Research involving human subjects may include, but is not limited to,
projects where data are derived from:

1} The collection of informaticn through any interaction or intervention
with a living individual, _

2} The secondary use of data previously collected from human subiects,

3) !dentifiable private information about an individual.

4) Human remains, cadavers, human organs, tissues and biolegical tluids,

embryos or fetuses.

The examples listed are not infended to represent an exhaustive inventory
of research requiring review and, conversely, some activities gpparently
falling into these categories may be exempted from review. The researcher
s responsitle for consulting with the REC to clarify what types of research
must be reviewed and what exceptions may exist. Ethies approval must
be recelved before the research is begun.
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Student Research

s Course-hased research projects that require students o conduct human
subject research must recelve ethics review and approval. These,
projects differ from research in that the intent s for the student tc
become more knowledgeable about the research process, rather than
te contribute to general knowledge. ‘

s The results of the data are not intended for publication or presentation
outside the classroom.

« The review of these applications may be delegoted to the REC
departmental representative and do not norrﬁc:!!y have to go to the
regular REC.

e This review may not be used for projects carried out as part of a
faculty member's own research. Course profects that invelve more than
minimal risk, or involve minors or other vulnerable pepulations, must be
reviewed by the REC.

» Thesis and postdoctoral research must undergo regular REC review.

Continuing Review

»  Ethics approvals are only valid for one year and must be renewed on
an annual basis. This requires the submission of an Annual Status
Report/Request for Renewal form.

s Renewal requests should be made at least one month before the current
approval expires. [f o renewal request is not received hbefore the
approval e]apsés the #roject is considered no longer approved.

s No research activities may be conducted under an expired approval.

» Funding agencies' policies require that resecrch funds be frozen when

there is no valid ethics approval in place.

Closing « Project
When a project no lenger requires ethics approval, a Final Report form

should be submitted to properly close the project. This is especially

important for funded profects.

Amendments
v The Amendment Form can be used to notify the REC of any revisions
or madifications to be made to a currently appreved research project.
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+  Significant changes that have ethical implications must be reviewed
and approved by the REC before they can be imoiemented.

s This form should alse be used fo notify the REC of administrative changes
such as the addition of ro-investigators or new funding sources and

titles.

Adverse Events .

‘ o Investigators must also inform the REC of any carjous adverse evenfs
L experienced by subjects.
' e Any serious or unexpected adverse events experienced by o subject
e in conjunction with the. research, which affect the risk-benefit ratio of
i the project, must be reporied to fhe REC. Such events are not limited

to physical harm but can include social, emational or econcmic harm.
s Recsonable judgment chould be used to determine what consiltufes @

serigus event.

o Submit the original pius THREE copies of the application form 1o the
Director of Research. For course-based projects as already described,
submit the original plus TWO copies of the application form fo the
Director of Research who will arrange and distribute it for review,

» Please take note of the following points before you submit your sthics
application, in order to ensure that your application is properly filled

\ Completing the Applicafion Form

|

I

|

| out. Incomplete applications cause delays in syrn-around fime:

' 1) Al applications must be signed by the applicant who is the Principal
investigator, and if o student, by the supervisor as well, The Principal
lnvestigator's signature affirms that he/she will conduct the project
in accordance with the policies and procedures governing the ethical
conduct of research involving human subjects at UDSM. The
supervisor's signature affirms that he/she has reqd and approved
the project, that it has received the appropriate ccodemic approval
_ and that he/she is responsible for providing the necessary supervision
* to the student. Applications with missing signatures will be returned.
2) It is important 0 list your co-investigators if they want i be able fo

use this ethies approval for their own. If investigafors change, ¢n

amendment form sheuld be filled out.
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3) All funding sources for this project {granis or contracts) must be listed
as well as-the exact project title of the grant/contract. This is very
important since cccounts cannof be onened if the project titie on
the ethics certificate doesn't match that of the grant /eontract and
there is no explicit reference made fo the appropriate funding
source. It should be indicated who the holder of the award is, 1 it
isn't the applicant. An amendment form should be filled cut to report
any chariges of additions to titles or funding scurces fo d currently
approved project.

4) Be sure to attach, as uppliccbie, all documents such as recruitment
ads {inciuding information that is senf to third partiessuch as when
requesting access 10 d school or ancther organization], lefters of
invitation, oral scripts, consent forms, informatioh lefters and interview
guides.

5} Informed consent should be thought of as « process rather than o
form. The purpose of informed consent” is to make certain that
resecrch subjects are truly volunteers, and that they know what
they are getting into before volunteering. A gocd, clearly written,
im‘oﬁnaﬁve form is essenticl to informed consent, but there is more
to It than that, Consent forms do not replace a thoughtful discussion
with the participants. What are subjects going to be told abouf the
research before they even see the consent formg That information -
can incredse understanding greatly, so researchars need teo think
carefully about what information they dre going fo provide and
how it can hest be given fo the potential subject. How and when
subjects will be asked to consent is also an important part of the

process.

Depending on the complexity of the material and the abilities of the
subjects, it might be necessary fo ask guestions about the subject in order
to he sure that the information is understood. When children are invelved,
how wili you explain to them what is required of them so that they
understand? How will you determine if they really want to participate or
notz  The process of obtaining infermed censent must be thoughtfully
detailed in the REC application. The potential subiects need fo know what
the purpose, risks, benefits and alternatives are hefore participating.
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s The consent form documents the consent process and the length and

detail will depend on the research and- the participants invelved and

what information is required to enable them fo give informed consent.

The following information is the minimum required in a consent form:

a) The researchet's name, department and university, and contact
informaticn. '

b} Student researchers should be identified as such and the supervisor's
name and. contact information must be indicated.

c) A hrief description of the research project and ifs purpose. _

d) Description of what the subject will be-asked to do (eg be
interviewed, fill out a questionnaire, be « focus group particlpant),
the location, frequency/number of procedures, and fime involved.

e} Indicate if the subjects will be audio-taped or video-faped and what
the disposition of the tapes will be; if the tapes wiil be used outside
of the research group eg in clussrooms or at conferences etc, This
must be axplicitly stated.

f] How and to what degree confidentiality will be maintained, including
how their data will be kept secure and who will have access fo It

g) If applicable, description of any potential benefits and foreseeable
discomferts and/or. potential risks to the subject (such as emoticnal
stress and -reliving instances of family viclence, economic harm, or
an employee revealing brud working conditions) and how they will
be managed. .

{h) A statement that indicates that subjects are under no ohligation to
narticipate, they may withdraw ot any time, they may refuse to
answer certain questions; when treaiment or services are involved,
include @ statement indicating that o decision not to particlpate will
not affect the avallability of services offered or if o student, that
their academic standing will not ke affected.

i A description of any compensafion for the subjects,

I} Subjects must be informed if their data will be saved or used for
other purposes not described in the consent and o description of
these other uses must be provided.

k] A separate approval line should be provided for the following:
permission to audic/video-tape or photograph, permission 1o be
identified, permission to use direct quotes without etirlbution.
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l  Any other information particular to your project necessary for the
subject to be able to make an informed decision.
m) A copy of the consent form should be left with the participant.

»  Consent forms should nermally be printed on deparimental lefterhead.
The languoge in the information letters, consent forms or oral scripts
must be tailored to the population being addressed. This sometimes
requires different forms for different groups of people within the same
~ project {e.g. children and parents). ) )
« Written consent is normally required, unless otherwise justified. If written
consent will not be obtained, you must still nrovide a cepy of the script
obtuin verba! consent from the subjects. There

line for the subject and one for the researcher.

that will be used to
should be a signafure

- Witness signc:“rure.s ars not required in most circumstances.
= \Written consent must be obtained from « parent when the subject is
under the age of 18 as well as assent from the child. The oral script
used to Invite the children's participation, written at their level of
understanding, must be provided. Children over the age of 13 must

also provide written consent.

Consent Form Examples

The REC does not prescribe ©
form and while it needs to contain all of the elements above, it should he
written in a style appropriate fo the research and participants Involved.
The foliowing are examples of how a form can be written but should not

particular format or wording for « consent

be used as o template.

| : Research Ethics Policy Undertaking
PP , hereby acknowledge that | am familiar with
the provisions of the University of Dares Salaam Code of Conduct for
pesearch and undertake fo comply with ifs requirements,

Signature
Staff/Student 1D Number: ....oovecnmenee
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Research Consent Form This is to Invite you 70 participate in study entitied
which is being conducted RYaummsaiae vy in the Depiment of
T &tthe University of Dar es Salaam with funding from
' FHE s orevearnvsrearense s enn s srsnnass The purpose of this research is to investigate

Researcher: e Ph.D. candidate, (Pl S} SURErYISOTim s

: . ' Your pctrﬂcipcﬂbn n the study will entail an oral interview, lasting
Contact Information: - , approximately one hour, 1o be conducted BY e a member
U of research feam, which will be tape-recorded In ifs entirety,

- yourself {e.g. residential histery, ethnicity, occupation, education and
language background); to read lists of words; to compare the prenunciation
of pairs of words and to ftalk abouf any opinicns on current issues.

t_ - In this interview you will be asked to provide demcgruph'rc data about
é Purpose of the research:

Your participation is veluniary and you may choose not to participate or

L!i What is involved in parficipating: withdraw-at ony time or refuse 10 answer any question you don't want to.
!H .............................................................................................................................................. You Wil receive B N ccmp'ensm‘ion for your fime.
)\I Consent: _ ' Your nome will never he revealed in written or oral presentations and no
“ a) | wish fo be identified in the report __YES ____NO ' record will be kept of your name. Portions of the interview may be played
\i “in lingulstic classes of conférence presentafions for demonsiration pUrposes
iwl b} | have read the above information and | agree fo participate in this connected with linguistic anclysis.
1 study ) - .
“ . : The tapes will only be gecessible to members of the research team and
‘.ll Will B e KEDT BYeremrsrercimimemssemsmassssssssss e e under locked conditions.
] ' ' ‘ | ,
You may CONTOaCT.crnen oat Telae ;
S EITIGH e crvereerrramsinsissisanammsssnss if you have any questions or concerns.
T T L e Researcher's signafurer
P ' -
NG TI@ esenroessssarsras s S Dater___ o " | agree to be tape-recorded __ YES NO

| agree that the tape may be usaed as described gbove: __YES ___NO

Participant's signature ) Researcher's signafure

Participant's name Date :
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APPENDIX i1 APPLICATION FOR ETHICS CLEARANCE FOR HUMAN SUBJECT RESEARCH

PrOTECE THIE rcuuusirsrerisren st sssss s camessnes s ib s s o e
Principal Investigotori st

D BB UMTMEN v sesssases st sses s rps s b

DHOME tuvrvssreneeresessmsssssseesesssensss FOXfursessrnrmsssssmensreeesss BTG tierinnomsissiniinrinsnnenes
Malling Address (if ditferent from Department)i . ety

Status: Staff () Postdoctoral Fellow [ ) Other (specify} { )
Ph.D. Student { -} Master's Student ( } Undergraduate { }

Type of Research: Staff Research i trereee et

Thesis { ) Dissertation { ) Independent Study Project (
Course Assignment (specify course name) (] Other [} (SPELIFY] cnimrammnsrisencmsisenns

' Superviser {for student PLS)uerimeraerranscsmesnmsesssnnnsesns EM G

Co-Investigator(s} (list name /status/affiliation):

List all funding sources for this project and project titles (if different from
the above). Indicate the Principal Investigator of the award if not yourself.
Awarded:

Pending:

+

Principal Investigator's Statement:
{ will ensure that this project is conducted in wccordance with the policies
and procedures governing the ethical conduct of research involving human

subjects at the University of Dar es Salaam.

Principal lnvesﬁgdfor's Signature: .....
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Coliege/SchoéI/lnstfute Supervisor’s Statement:

| have read and approved this project and affirm that it has received the
appropriate academic approval. | will ensure that the student Investigator
is aware of the applicable policles and procedures governing the ethical
conduct of hyman sublect research at UDSM and | agree to provide all
necessary supervision to the student.

1. Purpose of the Research

Describe the proposed project and Its objectives, including the research
questions to be investigated (one page maximum). What is the expected
value or benefits of the research® How do you anticipate disseminating
the results {eg thesls, presentations, internet, film, ouklications)?

2. Recruitment of Subjects/Location of Research

Describe the su‘biec’r population and.how and from where they will be
recruited. 'f applicable, attach o copy of any advertisement, letter, flier,
brochure or oral seript used to solicit notential subjects {including information
sent fo third parties). Describe the setting in which the research will take
place, Describe any compensation subjects may receive for participating.

3. Other Approvals

When doing research with various distinct groups of subjects {e.g. school
children, cultural groups, institutionalized peocple], organizational/
community /governmental permission is sometimes needed. If applicable,
how -will this be obtained? Include copies of any documentafion to be

C

4. Methodology/Procedures _

Provide a sequential description of the methods and procedures to be
followed to obiain data. Describe all methods that will be used {e.g.
fieldwork, surveys, interviews, focus groups, standardized testing, video/
audio taping). Attach copies of questionnaires or draft inferview guides,

sent:

as appropriate.
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5. Risks

a} Describe any known or foreseeable risks, if any, that the subjects or

" others may experience during or as a result of fhe-reseurch Risks may
be psychalogical, physical, emotional, social, legal, econamic, or political:

b} In light of the above assessment of potential risks, indicate whether
you view the risks as acceptuble given the value or henefits of the
resedrch, : '

¢} Outline the steps that may be tgken to reduce or eliminate these risks.
If deception is used, justify the use of the deception and indicate how

. subjects will be debriefed or justify why they will not be debriefed.

6. Privacy and Confidentfiality

Describe the degree to which the anenymity of subjects and the
confidentiality of data will be assured end the specific metheds to be
used for this, both during the research and in the release of findings. This

meludes the use of data coding systems, how and where data will be

stored, who will have cccess to if, whet will happen to the data after the
study is finished, and the potential use of the data by others. Indicate if
there are any conditions under which privacy or confidentiality cannot be
guaranteed {e.g. focus groups), or, if confidentiality is not on issue in fhis
research, explain why. '

7. Informed Consent Process

Describe the oral and/or written procedures that will be followed fo obtain
informed consent from the subject. Attach ail consent documents, including
information sheets and scripts for oral consents. If written consent will not
be obtalned, justification must be provided. :

. B. Other Concerns ' ' .

a) Indicate if the subjects are o captive populohon (e.g. prisoners, residents
in a center) or are In any kind of confllc’r of interest relationship with
the researcher such as being students, clients, patients or family
members. If so, explain-how you will ensure that the subjects do not
feel pressured to participate or perceive that they may be penalized
for choosing not to porticipate.

b) Comment on any:other potential ethical concerns that may arise during
the course of the research.
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APPENDIX iii: ETHICS REVIEW - ANNUAL STATUS REPOKRT/RENEWAL REQUEST/ FINAL REPORT

Continuing review of human subjects resedarch requires ot a minimum, the
submission of an annual status report to the REC. This form must be

- completed to request renewal of ethics approval. If a renewal is not recelved

before the expiry date, the project is considered no longer approved
and no further research activity may be conducted. When a project has
heen completed, this form can also be used as a Final Report, which is
required to properly ciose o file. To avoid expired cpprovals and, in the
case of funded projects, the freezing of funds, this form should be returned
ot least one month before the current approval expires.

REC Flle NUMbBEr: s

Project Tifle:
PrNCipal [NV esHg Aot sttt it
Depurfment/Phone/Emoll

Coll ge/Schooi/insh’ru’re Superwsor {for student PI) ........................................

1. Were there any significant changes made to this research project that
have any ethical implications? Yes Neo. If ves, describe these
changes and append any relevant documents that have been revised.

2. Are there any ethical concerns that arose during the codrse of this
researgh? Yes MNo I yes, plecse describe.

-.;....A...,.....“..........(...‘.....,................-...........“...-...................u..........n....u..........- sune

3, Have any subjects experienced any adverse events in cennection with

this research preject? Yes No If yes, please describe.

4. This 1§ « reques? for renewc! of ethics approval.

5. This project is no longer active and ethics approval is no longer
required.

6. List all current funding sources for this project and the cerresponding
project titles if-not exactly the same as the project titfle above. Indicate
the Principal Investigator of the award if not yourself.
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Principal Investigator's STgnatUre e Date:

College/School /Institute Supervisor's Signature: :
Daote: : ‘

- " For Administrative Use : w

The closing repert of this terminaied project has been reviewed
and accepted ‘
The continuing review for this project has been reviewed, and

approved

Expedited Review Fuil Review

Sighofure of REC Chair or designaie:
Date:

Approval Period: From to
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APPENDIX IV: ETHICS REVIEWY - ADVERSE EVENT REPORTING FORM

REC File Number: ) :

ST R LT

Principal lnves’rigq‘ror:.; ...........................................

DepcrTmenT/Phone/Emcﬁl:...................................l
Co!Eege/SchooI/\nsﬁ’ruté Supervisor “(for student P Jomrerrereesmessnrnssnesssaamsnemmensss

1. Describe the adverse event fhat occurred in conjunctien with this research
preject.

2. How many subjects have experienced the adverse event?

3. Was this adverse event d potential risk that was disclosed to the subject
in the consent farm, or was this an unforeseen avent?

4. Will if be necesscry to revise the consent form or make any changes fo
the praject in order to reduce the risk of the occufrence of this adverse

avent? If yes, append the rejevant revisions.

Principal Investigator's Signature:

Date: _

Co'Hege/School/lnsTifu‘fé Supervisor's Signcﬁuré:
Date: (for student Pl)

For Administrative Use \

Date Reviewed:C

Signature of REC Chalr or designate:

Comments:




v
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APPENDIX Vi INSTRUCTIONS TO INVESTIGATORS SUBMITTING ANIMAL USE RESEARCH
BROPOSALS FOR FRCJECTS REVIEW

In accordance with the University of Dar es Salaam Research Ethics Policy,
all research projects involving the use of animals must be peer reviewed
for scientific merit. In cases where project funding comes frem non-peer
reviewed sources such as internal departmental funds or industry, it is the
Principal Investigator's responsibility to provide the Animal Research
Commitiee with appropriate peer review. Documentation must come: from
two qualified individuals outside the Pl's unit or depariment.

In cases where the project funding comes from a small foundation or an
industrial source where peer-review for scientific merit has been conducted,
documentation regarding the dates of review, the composition of the

scientific pane! and o brief descriptien of the review process should be '

provided.

Definition of Conflict of Interest

Reviewers must declare a conflict of interest when they:

»  Are from the some immediate instifution or company s the applicant,
and who interact with the applicant In the course of their duties at the
institution or company. o )

* Have col!c:bofa’red, published or been a co-applicant with the applicant,
within the last five yeadrs.

s Have been o student or supervisor of the applicant within the last ten
years. _

s Are a close personal friend or relative of the applicant.

¢ Have had long-standing scientific or personcl differences with the
applicani. , | -

¢ Are in o position fo gain or lose financially from the outcome of the
application {eg hold stock in the company of an industry parfner or o
competitor] or for some other reason feel that they cannat provide an

objective review of the application.
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ANIFAAL USE PROTOCOL REVIEW GIUESTIONNAIRE

Froject Title:

Investigator: Unit/Department: -

FOR THE PROJECT IMDICATED ABOVE, PLEASE COMMENT ON THEFOLLOWING -
{Attach additional pages if recessary)

Scientific MBI sovsereerermsssmssssessersons

T T T R LR L e S L
'+

Addi’riondl o - e——EEEUEEE

Signature:

Reviewer's Name [please print}
Bate:_

Title:_ _ Asfiliation:

[ certify that | have no cffillation with the funding source for this project:
Yes : No )
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APPENDIX Vi: IMPORT FORM

Import Nt e

Please complete this form & weeks prior o preferred delivery date.
Answer all gquestions In sections 1, 2, & 3. {PLEASE TYFE]

1) GENERALINFCRMATION

o) Proposal number: .o

b) Denartmentiu s INSHFUT O s e e srbsnsrassrmesnassssmsss e
c) Contacts:

POSTC G QI ESSrrnserereessssssmsssrstssisassssema s e
Teli..... Ema:l

(d) Request datei o

A ccount NO! e

PLEASE ATTACH THE APPROVED PROPOSAL CR AMENDMENT FORM LISTING THE TRAMSGENIC
OR KNQCKOUT ANIMALS BEING IMPORTED OR HAVE THE CHAIR OF THE FACILITY ANIMAL

CARE COMMITTEE SIGN APPROVAL BELOW:

CRITE BISOMrrmmersmnsserseseesiss s s sssaness

No animals will be aceepted by the University of Dar es Saloamor cffiliated
‘nstitutions without the approval of a University of Dar es Salaam
Vaterinarian. Please attach o recent health report (serolegy, bacteriology,

& parasitelogy).

2) SENDING INSTITUTION

a) Institution name and L0 CE OGNt ertereesssesseseeestssessssssis s esm s cen st s

¢) Facility Veterinarian: co s st
TR treeesereesrseresssenr s ssnssa g s s

3} ANIMAL INFORMATION
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. Species Sex | Background Strain Genotype with transgenic ™ Age
knocking or knockout
designation
- M
F
] M
F

Are any animals being shipped in breeding pairs? Yes [ ) Ne{ )
How will the animals be used? Acute study [} Breeding colony [ )
Wilf transplantable tumer or cell fines be used?

Where will the animals Be house B i s
Building and room location of where you want animals?e. e P

K‘ : For Official Use Only w
Healih status check completedu . DR s sprriss e ssanrssasns

Additional testing: Bacteriology ( ) Parasitoiogy | ) Serology (]

Cthers (specifyli..: .......................... st SV "

Shipping infermation:

N BT 4 o =1 |
BIIING BOXESrrrrmmercrsssiessmrssrenssessaserssmsnmssasa e ses vaereneers '
A i r
Freighfte e bssseeresecr et sai s te e BroKeraige st sssisesrransssssssssarasies

Administrafion FEes e

Request Numberi .- rrrenesenen veresenenen
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APPENDIX Vil: LXPORT FORM

Export NUmber s

Please complete this form 2 weeks prier to shipment date.
Answer all the questions in Sections 1, 2, & 3. [PLEASE TYPE]

1. GENERAL INFORMATION
a) Protoco! NUMBEN: s

b) Depori’men‘r,
c) Contacts:

Postal GOArBES rirnrererirersrassressi s s sirres e
Telien.

d) Request et emsereeerssesonsssssssssasnaronessACCOUNT NO L ettt

IMPORTANT
No animals will be shipped out of the University of Dar es Salaem without

approval of the Health Status Report. (serology, bacteriology, parasiiology
reports from the animal colony) by the receiving institutien's veterinarian.

2. RECE[V]NGiNSTITUTION
a) Principal Investigator:
POSTA] GAUTESSE vrreerrerssisrmssinsst s rrrsseresssasassesss s ettt

b} INSHEUHON NAME! v

) Facility Veterinarioni s

3. ANIMAL INFORMATION:

rSpECies [ Sex } Background Strain Genotype with transgenic l N Age
- I ’ knocking or lmeckout designation |

M

F

M 1

F |
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i) Are any animals being shipped in breeding pairs? Yes [ ) No (]
i) How will the animals be used? Acute study ( )Breeding colony [}
i) Will transplantable tumor or cell lines be usedZ. e SET—
iv) Where will animals be ROUSE TR eerrerssvesssersesssmssrassss st ssssrasaas i sa s s senss
v) Building ancl room location of where you want the ANIMAlsg. e

..........................................................................................................................................

/ : For Official Use Only \\

Health status check completed BY i DEt @i iarssnasssresenanes

Additicnal ‘tesﬂné:Bccferiology (1 Parasitology ( ) Serology { )

Others {specIfy)..,.....'.............

Animcl Research Centre's COMMENESi . st

Shipping Im‘orm&%ion:

Arrival ORI £ ) 4 ~11| PR R
Billing BOXE Stucersremmisssmensesesssssssasssesssssssnintensisnasosssresasss

AL FTET QR s sscssnisersssmssensssssssssmmsssensas s ssssssses s reesss

Bré)kerqg DTS RO P SR PPOP TR

AdMinistralion FResta i s ensssses

ReqUEst NUMB Tt ricmrssserssesssspassssssrs s essomseese
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APPENDIX VIlI: FiFLD STUDIES

1. INTRODUCTION

This form provides a detciled description of the procedures executed.in

the field. |t must be attached to the Animal Use Proposal.

2. INFORMATION REQUIRED

Provide all relevant details:

2.1 Method of capture/restraint, duration of captivity, potentlal
Injury /mortality, monitering frequency: '

2.2 Transportation and/or housing of animals in the field:

2.3 Special hondling required:

2.4 Capture of non-target species, potential Infury /mortality:

2.5 Will captured animals be released ot or near the capture site?
YES [ ) NO ()

" f hot, specify if they will be relocated to other locations and /or
populations. '

2.6 Describe any potential ecological disruption this study may cause:

27 Other pertinent information:

Signature: Date: __

—

NOTE: Tt Is the responsibility of the investigator to obtain all the necessary permits
for work with the wildlife. Copies of these permits must be supplied when
they are obtained.

E e s pren
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APPENDIX IX: DISCLOSURE FORM - CONFLICT OF INTEREST

Any staff member of the University, including staff employed in posts funded
by outside bodies, Is required to disclose fo the College Principal, Head of
School, or other appropriate Iine managetr, any dctual orvperceived conflict
of interest that may arise in she course of his or her work. Such disciosure
may be made onthis form or as an equivalent wriiten submission. After
completion, the disclosure must be lodged in the Research Office. Failure
o disclose a conflict of Interest may lead to disciplinary action.

Nome of staff member making disclosure

Staff D number
College/Schaol/Institute

Name of staff member to whom disclosure is belng made

Checle lis?
Circle "Yes" or "Ne" for every question. Benaefits marked with an asterik are

prohibited.

Financial Interest
Do you or o close member of your family have any financial interest in or

offiligtion with an institution, company, of individual that:

Funds or spanscrs your resecrch?

Mery benefit directy o indirectly from access fo or Use of University
rescurcesé
May benefit directly or indirectly from the purchase of major ecplpment
by the University for this project?
Nty banefit directly or indirectly by moppropriate delays or controls on
the dissermination of the results of the resecrd?

Will you or a close member of your family receive any of the following?

¥ Drscounts or concesslons or other finandc! benefits from o company oF
individual with whidhi an order is placed?

(The awerd of cir miles associated with the purchase of gir tickets and ofher
travel expenses is permitfed and does not require disclosure, provided that
mechanisms are in place fo ensure that Hinerories and fares are opprepriate
to fhe fravel requirements. The narmal mechanism would be o counfer-
signeture on the crder by the line moncger,)
¥ Discounts or concessions or other financial benefits from a company

or individudl that s awarded ¢ contraci?




e

vt any dose member of your farily be employed from fuhds under

|
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Yes }| NOT

—

Perception of Nepotism

your cortrol?

Clinical Trials

Toms 1he research Involve o dinleal trial sponserad by an individudi, I [
campany, of organizetion that has a significant financial interest In the | Yes ‘ MNo
results of the trial? !

If the answer to any of the cbove is "Yes" then:

1. Outline the nature of the conflict. B '

2. Describe the sense in which the situation s of benefit to the University
and the research programme. :

3. Propose a mechanism for the management of the conflict,

Agreed Procedure for the Management of the Conflict
To be completed by the College Principal or Dean of Schoo! or other
appropriate approval organ. :

Certification
| certify that | have d.isc!osed everything relevant to the College Principal/
Dean of School. | undertake to act wccording to.the above management

plan

Sighcﬁure of Researchar i e D OB araeremss brmresesessisrsesens

| have opplied my mind to the situation described above and will menitor

compliance with the Management Plan.

Signature of College Principal/Dean of SENOO e ierrreeeeeseeseressecssssssssssrmsrssrssssinss




