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Preface 

Before any human subject is involved in research in relationship to this University, the Institutional 

Review Board (IRB) will give proper consideration to: 

1. The risks to the subjects; 

2. The anticipated benefits to the subjects and others; 

3. The importance of the knowledge that may reasonably be expected to result;  

4. The informed consent process to be employed; and 

5. Conflict of interest and the integrity of the research process. 

The constitution of the IRB is deemed necessary to enable UDS accomplish its mandate as 

reflected in its vision of becoming ‘the home of world class pro-poor scholarship’.  

The establishment of the UDS IRB is principally aimed at fulfilling the requirement of 

standardizing the conduct of research efforts within the University, its catchment area and Ghana 

as a whole. As an elite academic and research institution, the UDS IRB is committed to making 

sure that its research activities meet international ethical standards.  The IRB shall focus on 

research protocols with direct links to the UDS. These shall include research directly initiated by 

UDS researchers and those from outside the institution but affiliated with or in collaboration with 

the UDS. 

The Board’s membership, terms of reference and operating procedures shall be guided by existing 

international and national guidelines and regulations which have been adapted to suit the local 

context. Membership to UDS IRB shall be drawn from a wide spectrum of individuals and 

institutions of high repute from within and outside Ghana. 

This document provides policy guidelines to facilitate the work of UDS IRB. This policy shall go 

through regular annual reviews to provide up-to-date standards that guide research to meet both 

domestic and international requirements. 
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1. BACKGROUND 

The University for Development Studies (UDS) was established by PNDCL 279 in 1992 and 

academic and research work commenced in September 1993 (University for Development 

Studies, 2003). The University has since been in operation with a philosophy of blending 

theory and practical work for sustainable development of Ghana as a whole and Northern 

Ghana in particular. 

 

Though the University’s “Research Ethics Policy” has guided research activities since 2010, a 

review of the document reveals that it is not comprehensive enough to serve as a guiding 

principle and ethical framework for the conduct of research within the jurisdiction of the 

university. This gap has informed the preparation of this Policy and Standard Operating 

Procedures (SOPs) for the University. 

 

Research and the pursuit of knowledge are vital functions of higher education institutions. 

Central to the long established principles that guide research are the maintenance of high 

ethical standards, validity and accuracy in the collection and reporting of data. Ethical issues 

and principles in research involving human subjects are common across the social sciences and 

humanities, the health sciences, the natural sciences and engineering sciences. They reflect 

shared fundamental values that are expressed in the duties, rights and norms of those involved 

in research. Research subjects reasonably expect their rights to be equally recognized and 

respected regardless of the research discipline (University of New England, 2007). 

 

It is essential that research within the jurisdiction of the University for Development Studies 

be based on respect for people’s inherent right to self-determination and to control and 

maintain their culture and heritage. At every stage, research with and about people shall be 

founded on a principle of meaningful engagement and reciprocity between the researcher and 

the people (North Australian Indigenous Land and Sea Management Alliance, 2007). Research 

within the jurisdiction of the University for Development Studies shall be guided by this 

principle of respect for people’s rights taking cognizance of the University’s mission and 

philosophy. 

 

This Policy and SOPs of the University for Development Studies establish the framework and 

the code of conduct for sound research practices in line with international standards and for 

the guidance and protection of the image and integrity of individual researchers, staff and 

students of the University and its affiliates.  

 

The preparation of this Policy has been informed by the review of various Universities and 

Institutions Research Ethics policies, guidelines and protocols for the conduct of research. 
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1.1 Rationale of the Policy 

The rationale of this Policy is to enable UDS promote quality research culture, where 

excellence and key elements such as effective leadership, openness, accountability and 

honesty, are maintained and enhanced. This Policy is applicable to all those who propose, 

initiate, host, conduct, participate in research and disseminate the results. The Policy seeks 

to articulate ethical norms that transcend multidisciplinary boundaries and outlines 

common procedures within which the Institutional Review Board (IRB) of the University 

will operate. 

In addition, it: 

i. Provides standards to protect individuals and groups with whom researchers 

interact, including the University and its staff and students 

ii. Educates staff, students and any interested parties, including the public, on issues 

that may arise from research activities. 

 

1.2. Policy Goal 

 The purpose of this Policy is to facilitate the achievement of the University’s mission 

 regarding research in a manner that is ethical and in accordance with its philosophy, 

 declared principles and values. The Policy aims at establishing and promoting good 

 ethical practice in the conduct of academic research.  It also complements the codes of 

 ethical conduct developed by the appropriate professional associations to which 

 researchers of the University for Development Studies may belong. 

 

1.3.Policy Objectives 

The Policy aims to ensure: 

i. That high ethical standards are maintained in the conduct of research in the 

University. 

ii. That external bodies maintain higher ethical standards in their dealings with the 

University.  

iii. That the intellectual property rights of both staff and students are adequately 

protected. 

iv. That appropriate mechanisms are in place for implementing, monitoring and 

reviewing the strategies that give effect to this Policy. 

v. That appropriate guidance is available to members of the University regarding 

ethical issues in research. 

vi. The promotion of the conduct of quality research. 

vii. The promotion of understanding and resolution of conflicts between research 

partners. 
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2. GENERAL ETHICAL PRINCIPLES OF RESEARCH 

All UDS personnel, students, volunteers and contractors are expected to be familiar and 

comply with the provisions of this Policy and any related policies and/or procedures of the 

university. In addition, non-university organizations and entities that operate programmes and 

activities on campus (i.e. Registered Student Organizations, lessees, etc.) are expected to be 

familiar with this Policy and shall take appropriate precautions to protect minors participating 

in or attending their programmes and activities.   

2.1. Policy Statement 

It is a general norm that all researchers are committed to high standards of professional 

conduct. Therefore, members of the University Community shall cooperate with all 

investigations of alleged child abuse/neglect. All members of the University Community 

shall also cooperate with investigations of alleged violations of this Policy and any 

applicable campus procedures.  

In case of any emergency, members of the University Community are expected to contact 

the Emergency Services and notify the appropriate University authority.  

Each Faculty/School must maintain a current report of University activities and 

programmes designed for minors not enrolled or accepted for enrolment at the University. 

Activities and programmes to be reported include, but not limited to camps, vacation 

programmes, lessons, performances, and tutoring. The report must have minimum details 

such as: programme location/facility, dates and times, age range of participants, and 

planned number of participants. For each programme listed, contact information must be 

provided for two responsible individuals who will make arrangements for the safety of 

minors and other participants in the event of an emergency. 

Each Faculty/School should document minimum standards or safeguards for appropriate 

levels of supervision for programmes and activities, including guidelines for overnight 

stays. 

Failing to comply with the provisions of this Policy and any related campus procedures 

may result in cancellation of the event and possible disciplinary action. Knowingly making 

a false report or complaint under this Policy, or knowingly providing false or intentionally 

misleading information during an investigation, may also result in disciplinary action.  

2.2 Procedure 

i. Researchers owe it a duty and moral obligation to ensure that their work promotes and 

consolidate the good reputation of the University.  

ii. Researchers and students shall participate in research work which conform to 

acceptable ethical and safety standards of which they are competent to perform.  

iii. In addition to this Policy, researchers shall also respect the codes of conduct of various 

disciplinary and professional bodies or associations. 
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iv. Researchers and students of the University shall observe high standards of work and 

ethical conduct.  

v. Confidentiality of information and anonymity of respondents shall be respected by all 

researchers. 

vi. Research methods, results and publications shall be open to scrutiny.  

vii. Secrecy may only be necessary for a limited period in the case of contractual and non-

contractual research under consideration for patent protection.  

viii. Research shall be designed, reviewed and undertaken in ways that ensure integrity and 

quality of work. 

ix. Research staff and subjects shall be fully informed by the Principal Investigator (PI) 

about the purpose, methods and intended possible uses of the research, what their 

participation in the research entails and what risks, if any, are involved.  

x. Some variations may be allowed in very specific and exceptional research contexts for 

which detailed guidance is provided by the Institutional Review Board. 

xi. Participating in research shall be voluntary. 

xii.  Harm to research participants shall be avoided. 

xiii. The independence of research shall be clear, and any conflict of interest or partiality 

shall be made explicit. 

 

2.3. Key Ethical Principles 

The following ethical principles shall be in operation: 

i. Respect for Human Dignity  

 The cardinal principle of modern research ethics is respect for human dignity. This    

Principle aspires to protect the multiple and interdependent interests of the person and 

maintain his/her Physical, psychological and cultural integrity.  

 

ii. Respect for Free and Informed Consent 

Individuals are presumed to have the capabilities to give free and informed consent. This 

principle implies respect for individual consent and translates into the disclosure, process, 

rights, duties, and requirement for free and informed consent by the research subjects. 

 

iii. Respect for and Protection of Vulnerable Persons 

Respect for human dignity entails high ethical obligations towards vulnerable persons.   

Thus, those whose diminished competence or decision making capabilities make them 

vulnerable such as children, mentally ill persons or any other vulnerable persons of any 

kind are entitled to, on grounds of human dignity, caring, solidarity, and fairness to special 

protection against exploitation, abuse, or discrimination. Therefore, ethical obligation to 

vulnerable individuals in the research enterprise will often translate into special procedures 

to protect their interests. 
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iv. Respect for Privacy and Confidentiality  

Respect for human dignity also implies the principle of respect for privacy and 

confidentiality.  

v. Respect for Justice and Inclusiveness  

Justice connotes fairness and equity, and procedural justice requires that ethical review 

processes have fair methods, standards and procedures for reviewing research protocols, 

and that the processes be effectively independent.  

vi. Balancing Harm and Benefits 

The analysis of balance and distribution of harm and benefits are critical to ethics of human 

research. Modern research requires a favourable harm - benefit balance. That is, in ethical 

research harm shall not outweigh anticipated benefits.  

a) Minimizing Harm 

A principle directly related to harm- benefit analysis   is non-malfeasance or the duty to 

avoid harm, prevent or minimize harm to others. Ethical research shall be such that 

appropriate measures be put in place to minimize harm. 

b) Maximizing Benefits 

The principle of beneficence imposes a duty to benefit others and in research ethics a duty 

to maximize benefits.  

3. UDS INSTITUTIONAL REVIEW BOARD (UDS IRB) 

The University for Development Studies Institutional Review Board (UDS IRB) seeks to ensure 

that appropriate procedures and processes exist to safeguard, and protect the rights, safety and 

welfare of research subjects and the environment.  In fulfilling these responsibilities, the UDS IRB 

shall review all research documents and activities that bear directly on the rights and welfare of 

the subjects of proposed research. Examples of documents that the IRB shall review include: 

applications/protocols, consent/assent document(s), research equipment form, tests, surveys, 

questionnaires and similar measures, and recruitment documents.  

 

The University for Development Studies is also committed to identifying individuals within the 

institution, community and the wider society with expertise and skills in their fields of study to 

expedite reviews and conduct quality assessment without prejudice. The selection shall be all 

inclusive to reflect the multi-campus and inter-disciplinary nature of the University.  

3.1. Policy Statement 

Before any human subject is involved in research in relationship to this University, the IRB will 

give proper consideration to: 

1. The risks to the subjects; 

2. The anticipated benefits to the subjects and others; 
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3. The importance of the knowledge that may reasonably be expected to result;  

4. The informed consent process to be employed; and 

5. Conflict of interest and the integrity of the research process. 

The establishment of the IRB is deemed necessary to enable UDS accomplish its mandate as 

reflected in its vision of becoming ‘the home of world class pro-poor scholarship’.  

The establishment of the UDS IRB is principally aimed at fulfilling the requirement of 

standardizing the conduct of research efforts within the University, its catchment area and Ghana 

as a whole. The UDS IRB is committed to making sure that its research activities meet international 

ethical standards.   

 

The IRB shall focus on research protocols with direct links to the UDS. However, research 

protocols from researchers outside the University may be considered on their own merit.  

3.2. Procedure 

The UDS IRB shall be established in accordance with guidelines outlined in the “Standard 

Operating Procedures for Ethics Review of Research Involving Humans and Other Living 

Organisms”. 

3.2.1. Observance of the UDS Policy Guidelines on Research 

All researchers and students undertaking research shall familiarize themselves with 

the Policy and ensure compliance. 

3.2.2. Breach of the Policy 

Failure of the researchers and students to observe the provisions of the Policy may 

be grounds for disciplinary action by the University. 

3.2.3. Policy Review 

The Research Ethics Policy shall be reviewed annually and updated as appropriate 

by the UDS IRB to reflect changes within the University and within society. 

3.3. Responsibilities of IRB Members 

3.3.1. Duties of UDS IRB Chairperson 

i. In addition to other responsibilities (germane to the member’s capacity: see SOPs 4.0), the 

IRB Chairperson conducts meetings of the IRB. The IRB Chairperson performs expedited 

review when appropriate. 

ii. The IRB Chairperson also may delegate any of his/her responsibilities as appropriate to 

other qualified individual(s). Any such delegation of responsibility shall be documented in 

writing and maintained by the IRB Administrative Staff. 

iii. The IRB Chairperson may designate the board members qualified to conduct expedited 

reviews.  
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iv. IRB Administrator may assist or act on behalf of the IRB Chairperson, in particular on IRB 

matters and at IRB meetings, either as a general procedure, or on a case-by-case basis. 

 

Qualified members will be selected based on 1) at least six months of IRB experience, 

research experience, any life experiences or background applicable to human subject 

research, and 2) any other qualification the IRB Chairperson deems appropriate. The 

designation of expedited reviewers is documented in writing and is maintained by the 

IRB Administrative staff. 

3.3.2. Duties of UDS IRB Members 

i. The task of making the IRB a respected part of the institutional community will fall 

primarily on the shoulders of the IRB members. IRB members must maintain the 

IRB’s reputation by being fair and impartial, immune from pressures either by the 

institution’s administration, the investigators whose protocols are brought before it, 

or other professional and non-professional sources. 

ii. Unaffiliated members are expected to provide input regarding their knowledge 

about the local community and be willing to discuss issues and research from that 

perspective. 

iii. Members should advise the IRB based on their expertise.  

4. ADMINISTRATION AND FUNCTIONS OF IRB STAFF 

The Secretariat for the IRB requires qualified support staff to serve as a bridge between the 

IRB Secretariat and the Research Community and to effectively manage and document all 

discussions and decisions of the IRB. 

4.1. Policy Statement 

The IRB staff constitute one of the vital components in the effective operation of the 

Secretariat. Therefore, the highest level of professionalism and integrity shall be expected 

from them. 

4.2. Procedure 

4.2.1. Staff Positions 

Staffing levels for IRB staff shall be determined according to the UDS Human Resource Policy. 
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4.2.2. Job Descriptions and Performance Evaluations 

i. All members of staff for the IRB will have a description of the responsibilities for 

their respective positions. 

ii. The IRB  is responsible for conducting a performance review on annual basis. 

iii. The IRB Administrator is responsible for establishing personnel requirements and 

for hiring and evaluating the ongoing performance of the IRB staff. 

iv. The performance of IRB staff will be reviewed annually by the appropriate 

administrative supervisor or designee. 

5. MEETINGS OF IRB 

Formal meetings are forums for decision making as such all discussions need to be 

documented. It is during IRB meetings, that research proposals are reviewed except in cases 

of expedited reviews.  

5.1. Policy Statement 

 UDS IRB Panel will be required to meet quarterly. 

5.2. Procedure 

5.2.1. Quorum 

 

i. A quorum is defined in this Policy as when at least two-thirds of the regular voting 

members are present.  

ii. It is the responsibility of the IRB Administrator to inform the Chairperson when a 

quorum has been established. 

iii. An alternate member may attend in the place of an absent regular member in order 

to meet the quorum requirements as defined in this policy. 

iv. An Ad hoc consultant reviewer(s) may not be used to establish a quorum. 

v. The IRB Administrator is responsible for monitoring the meeting for late arrivals 

and departures of members. 

vi. It is the responsibility of the IRB Administrator to inform the IRB Chairperson if a 

quorum is lost during a meeting. If a quorum is lost during the course of a meeting, 

the IRB Chairperson will not allow any further action or votes to be taken until 

quorum is restored. 

5.2.2. Voting 

i. A majority of members must vote in favour of an action for that category of action 

to be accepted by the IRB. A decision is based on a simple majority in the absence 

of consensus. The Administrator shall be in attendance. 

ii. The IRB Administrator is responsible for counting and documenting all votes. 
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          5.2.3   Tele Conferencing during IRB Meeting 

i. Convened meeting with a member joining remotely: Should a member not be 

able to be physically present during a convened meeting, but is available remotely, 

the meeting can be convened using a speakerphone or video call. The member who 

is not physically present will be connected to the rest of the members via 

conferencing technology.  The member must be able to hear the discussion and be 

heard by the convened members present. In this manner, all members will be able 

to discuss the protocol even though one member is not physically present. Members 

participating by such speakerphone or video call may vote, provided they have had 

an opportunity to review all the material the other members have reviewed. 

ii. Meetings conducted via conferencing technology: On an occasion, meetings may 

be convened via telephone or video call conferencing. A quorum (as defined above) 

must participate for the conference call meeting to be convened. To allow for 

appropriate discussion, all members must be connected simultaneously for a 

conference call to take place. All members must be able to hear one another to allow 

for discussion. “Polling” (where members are contacted individually via telephone) 

will not be accepted as a conference call. Members not present at the convened 

meeting, or participating in the conference call, may not vote on an issue discussed 

during a convened meeting (voting by proxy is not permitted).  

     5.2.4 Managing Conflict of Interest 

i. The IRB Chairperson begins each meeting with a statement requesting IRB 

members to declare any potential conflict(s) of interest he/she may have with 

items on the agenda. The verbal declaration of any such conflict is recorded by 

the IRB Administrator in the minutes of the meeting. The IRB Administrator 

also documents within the IRB minutes specific IRB member recusals as they 

occur throughout a meeting. 

ii. The IRB Administrator is responsible to have each IRB member electronically 

sign the IRB Member Recusal Agreement initially and annually. The IRB 

Member Recusal Agreement is maintained in the UDS online system. 

iii. Ad hoc consultant reviewers are required to disclose to the IRB any real or 

potential conflicts of interests involving the review of any specific research 

protocol. The Administrator provides the ad hoc consultant with the IRB 

Conflict of Interest Disclosure prior to the review of a research protocol. If a 

conflict of interest is disclosed, the IRB will not permit the requested ad hoc 

consultant to review the research project forming the basis for the conflict. 

iv. IRB members, alternates, or others with a conflicting interest may not 

participate in any portion of the review of research activities except to provide 

information requested by the IRB and must absent themselves from the meeting 

during the IRB’s deliberative discussion and vote on the affected research. 
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v. IRB members shall abstain from the discussion and voting if he/she feels this is 

necessary to avoid any appearance of a of conflict interest. 

 

5.2.5. Maintaining IRB Confidentiality 

i. All material received by the IRB will be considered confidential and will be 

distributed only to attendees (regular members, alternate members and ad hoc 

consultant reviewers) for the purpose of review.  

ii. Ad hoc consultants and visitors will be expected to sign the IRB Confidentiality 

Agreement and will receive printed copies of applicable documents as necessary. 

The IRB Administrator is responsible to have each ad hoc consultant(s) or visitor(s) 

sign the IRB Confidentiality Agreement prior to the start of the meeting. These 

agreements will be maintained and filed by the IRB Administrator. 

iii. The IRB Administrator is responsible to have each IRB member electronically sign 

the IRB Confidentiality Agreement initially and annually. These agreements are 

maintained in the UDS online system. 

5.2.6. Recording Minutes 

i. The IRB Administrator is responsible for preparing a draft agenda. 

ii. The IRB Administrator is responsible for documenting discussions, decisions and 

findings during the IRB meeting and is responsible for recording the following: 

a. Meeting attendance. 

b. When an alternate member replaces a regular member. 

c. Attendance of members or alternate members who participate through 

teleconference. 

d. Each issue (new studies, continuing review, and review of amendments, etc.) 

shall be discussed and voted individually, including a description for the basis 

of requiring changes in or disapproving the research. 

e. Summary of the discussion of controversial issues and resolution. 

f. Voting results including number for, opposed, and abstaining. This will include 

only voting members present in the room at the time the vote is called. These 

votes along with notation of those members who recused themselves for a 

conflicting interest will be recorded. The names of the members absent for the 

vote will be documented. 

g. Determination of the level of risk (minimal, greater than minimal). 

h. Justification of any deletion or substantive modification of information 

concerning risks or alternative procedures contained in the Department of 

Health and Human Services (DHHS)-approved sample consent document. 

i. The approval period for initial and continuing reviews shall be recorded. 

j. Determinations required by regulation and protocol specific findings justifying 

those determinations for: waiver or alteration of informed consent and/or 
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authorization, waiver of documentation of consent, vulnerable populations (i.e. 

pregnant women, human foetuses and neonates, children, prisoners). 

5.2.7. Approval of Minutes 

i. The IRB Administrator is responsible for preparing the draft minutes. Draft minutes 

shall be made available to all Board members for review and approval at the 

subsequent meeting of the Board. 

ii. The IRB reviews and approves the minutes. 

iii. Corrections requested by the IRB are made by the IRB Administrator. Corrected 

minutes are made available to members at the subsequent meeting of that panel via 

the electronic agenda in the IRB online system. 

iv. Copies of approved minutes are provided to all available Committees within the 

IRB via the   online system. 

5.2.8. Investigator Notification of IRB Decisions and Findings 

i. The IRB Administrator is responsible for notifying the investigator of the IRB’s 

decision within seven (7) business days after the meeting or expedited review. 

Notifications are sent via the IRB online system. As required, notifications will be 

sent to other offices according to the UDS IRB Reporting Procedures. 

ii. If the IRB approves the research, the approval notification includes the date of 

approval and the expiration of approval. The date of approval is the date the Board 

voted to approve the study.  

iii. If the IRB disapproves the research, the notification includes the reason(s) for 

disapproval and instructions to the investigator for appeal of the decision. 

iv. If the IRB requires additional materials or a response from the investigator or 

sponsor, the notification describes the request(s) of the IRB in detail. The 

notification also states that the IRB must receive the response within 30 days of the 

date of notification; however, this period may be extended if the investigator or 

sponsor communicates a need for an extension. 

6. DOCUMENT MANAGEMENT 

Document management is an important component of every organization in terms of keeping 

institutional memory, maintaining confidentiality and providing adequate information about 

the institution. Document management is a process of storing, locating, updating and sharing 

data for the purpose of workflow progression. 

6.1. Policy Statement 

UDS IRB files shall be maintained in a manner that contains a complete history of all IRB 

actions related to review and approval of protocols, including continuing reviews, 

amendments and report forms. All records regarding a submitted proposal shall be retained 

as required by regulatory requirements and institutional policy.  
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Records shall be accessible for inspection and copying by authorized representatives of the 

Sponsor, funding department or agency, regulatory agencies and institutional auditors at 

reasonable times and in a reasonable manner. This policy applies to both paper files and 

electronic files in the IRB Software system. 

6.2. Procedure 

6.2.1. Study-Related Document Retention 

The IRB Office shall retain all records regarding an application (regardless of whether 

it is approved) for a maximum of fifteen years.  For all applications that are approved 

and the research initiated, the IRB Secretariat must retain all records regarding that 

research for at most fifteen years after completion of the research. 

 

Adequate documentation of each IRB’s activity will be prepared, maintained and 

retained in a secure location.  Retained documents include but are not limited to: 

a. Copies of all original research protocols reviewed, scientific evaluations, if any, 

that accompany the proposals, approved consent documents, progress reports 

submitted by investigators, and report forms submitted by investigators 

b. Agenda and minutes of all IRB meetings 

c. Copies of all submitted monitoring reports, site visit reports, progress reports, 

and other continuing review activities. 

d. Copies of all correspondence between the IRB and the investigators.   

6.2.2. IRB Secretariat Document Retention 

The IRB Secretariat maintains and retains all records regarding IRB administrative 

activities that affect review processes for at most fifteen years. Retained documents 

include: 

i. Review duty rosters 

ii. Current and obsolete copies of the Standard Operating Policies and Procedures 

iii. Delegation of specific functions, authorities, or responsibilities by the IRB 

Chairperson 

iv. Current University Quality Assurance Policies and Procedures 

v. IRB registrations, as required 

6.2.3. Destruction of Copies 

Any material received by the IRB, which is considered confidential and in excess of 

the required original documentation and appropriate controlled forms, will be 

destroyed by a method deemed appropriate by the IRB Administrator. 
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6.2.4. Archiving and Destruction 

All documents and materials germane to IRB determinations shall be archived for a 

maximum of fifteen years before destruction. 

7. RESEARCH ETHICS TRAINING 

The UDS considers training in human research as an important element in conducting ethical 

research. In view of this the UDS shall ensure that IRB staff and members as well as research 

teams applying for ethical clearance receive the required training, particularly in human subject 

protection, privacy, data recording and data security.  

 

Training on the ethical aspects of health-related research with human participants, and how the 

IRB conducts its review of research, shall be provided to IRB members when they join and 

periodically during their Board service. 

7.1. Policy Statement 

 It is the policy of the UDS that all individuals who are involved in human subjects 

 research complete training in the ethical conduct of research. This includes investigators 

 and all study team members who have contact with human subjects or their identifiable 

 data. Faculty sponsors of non-exempt research must also complete the training. The 

 requirement may be satisfied by attending an undergraduate training session or by 

 obtaining certification online. 

 

 It is the collective responsibility of UDS IRB and researchers whose research protocol is 

 approved by the board to ensure that research involving human subjects is carried out 

 with high ethical standards, and in line with best research practices. 

7.2. Procedure 

New members and staff of UDS IRB are expected to familiarise themselves with the relevant 

University  policies and guidelines. Existing members and staff should revisit and review these 

documents periodically, to ensure that their knowledge remains up-to-date. 

7.2.1. Training for IRB Staff and Members 

The training provided to IRB members, either directly by the appointing entity or 

through cooperative arrangements with other IRBs and/or organizations that 

provide education on research ethics would focus on: 

i. The role and responsibilities of the IRB, its role vis-à-vis other relevant entities 

according to relevant international guidelines (e.g. the Council for International 

Organizations of Medical Societies [CIOMS] International Council on 

Harmonization [ICH] and Good Clinical Practice [GCP] guidelines in the case 

of clinical trials), national laws, and institutional policies; 
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ii. The full range of ethical considerations relevant to research with human 

participants; 

iii. The application of such ethical considerations to different types of research; 

iv. The impact of different scientific designs and objectives on the ethics of a 

research study; 

v. The various approaches for recognizing and resolving the tensions that can arise 

among different ethical considerations and modes of ethical reasoning. When 

training is supported by research sponsors, mechanisms are put in place to 

ensure that the sponsor has no control, direct or indirect, over the content of the 

training. 

vi. All staff and members of the UDS IRB shall be trained on their core mandate, 

including all Standard Operating Procedures (SOPs) and policies.  

vii. The UDS IRB staff and members shall be encouraged and supported to attend 

relevant workshops and educational opportunities on regular basis to upgrade 

or refresh their knowledge on the functions of IRB and human subject research. 

viii. The UDS IRB Chairperson shall receive additional training in areas peculiar 

to his/her additional responsibilities. 

7.2.2. Training in Research Ethics for University Staff and Students 

The UDS is committed to providing its research staff and students with the 

resources and opportunities to ensure that research is carried out to the highest 

ethical standards. Online and face-to-face training opportunities in human research 

ethics and further guidance from external organisations include the following: 

Online or In-house Training 

i. Research Integrity Training 

Discipline-based courses designed to provide an introduction to research integrity 

or good practice in research (also incorporating human research ethics) shall  be 

broadly structured around designing, conducting and reporting your research. 

ii. Protecting Human Research Participants 

Prepares researchers involved in the design and/or conduct of research involving 

human participants to understand their obligations to protect the rights and welfare 

of participants in research. 

iii. Good Clinical Practice Training 

Designed for professionals employed on non-commercial clinical trials and 

research studies (also incorporating human research ethics). 

7.2.3. Training for Research Team 

All key research personnel involved in human participants’ research are required to 

undergo training in human subject protection, privacy, data recording and data 
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security. They would receive training as stipulated for university staff and students 

above. The Principal Investigator would ensure the following: 

i. That the research team receives adequate training on the research protocol. 

ii. That research team members participate in all training in order to properly 

submit research protocols to the IRB. 

iii. That the research team members are current or up to-date in the required 

training. 

iv. That all forms of training given to research team members are documented. 

8. ADMINISTRATIVE REVIEW AND DISTRIBUTION OF MATERIALS 

Laid down procedures and processes are very necessary for the effective and efficient 

assessment of research proposals. This policy therefore outlines the administrative procedures 

for adequate and timely review processes that will allow thorough assessment and keep 

Principal Investigators consistently informed about IRB decisions. 

8.1. Policy Statement 

The UDS IRB is supported by administrative procedures that ensure that IRB members 

not only have adequate time for thorough assessment of each proposed study, but that the 

documentation they receive is complete and clear enough to allow for an adequate 

assessment of the study design, procedures, and conditions. 

8.2. Procedure 

8.2.1. Administrative Review 

An administrative review (pre-review) of all new studies, continuing review and amendment 

applications shall be conducted by the IRB Administrator using checklists developed to 

determine if sufficient information has been provided for IRB review. The IRB Administrator 

or IRB Chairman assigns a reviewer based upon the type of application (i.e. new study 

application, continuing review or amendment) and the date of submission. The assigned 

reviewer may request revisions of the document to ensure sufficient information is available 

for the IRB review. 

8.2.2. New Studies 

Upon completion of the pre-review for new study applications, an assigned reviewer makes a 

primary risk assessment. Based on the primary risk assessment, the reviewer proceeds with the 

appropriate action as described below. 

Primary Risk 

Assessment 

Review Requirements 

Non-Research/Non- 

Human Subject 

Review and determination completed by an IRB Administrator 

as outlined in SOPs (Definition of research involving human 

subjects). 
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Research 

Exempt Review and determination completed by an IRB Administrator 

as outlined in SOPs (Definition of research involving human 

subjects). 

Minimal Assigned to a Primary Reviewer for Convened Board Review 

(see SOPs on initial review) unless eligible for Expedited 

Review. Primary and Secondary Reviewers are assigned to 

review studies involving vulnerable populations. 

 

If eligible for Expedited Review (see SOPs on expedited review), 

assigned to IRB Chairperson or a designated expedited reviewer 

for review. 

Greater than 

Minimal Risk 

Assigned to Primary and Secondary Reviewers for 

Convened Board Review (see SOPs on initial review). 

 

8.2.3 Continuing Reviews 

Upon completion of the pre-review for continuing review applications, an assigned 

administrative reviewer proceeds with the appropriate action based upon the determined 

risk assessment and the current status of the study. If research did not qualify for expedited 

review at the time of initial review, it does not qualify for expedited review at the time of 

continuing review except in limited circumstances as described in expedited review (see 

Expedited Review of Research Guidance on the IRB website). 

 

Determined Risk 

Assessment 

Review Requirements 

Minimal Assigned to a Primary Reviewer for Convened Board 

Review (see SOPs on continuing review) unless eligible 

for Expedited Review. 

 

If eligible for Expedited Review (see SOPs on initial review), 

assigned to IRB Chairperson or a designated expedited 

reviewer for review. 

Greater than 

Minimal Risk 

Assigned to Primary Reviewer for Convened Board 

Review (see SOPs on continuing review) unless eligible for 

Expedited Review. 

 

If eligible for Expedited Review (see SOPs on initial 

review), assigned to IRB Chairperson or a designated 

expedited reviewer for review. 

8.2.4 Amendments 

Upon completion of the pre-review for amendment applications, an assigned reviewer 

proceeds with the appropriate action based upon whether the reviewer determines that the 
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amendment proposes minor changes and involves no more than minimal risk to the 

participant. Amendments to exempt studies will be reviewed to determine whether the 

changes conform to the initial exempt determination. 

 

 

Amendment Type 

 

Review Requirements 

Amendments to exempt studies Substantial changes which alter exempt status 

will be reviewed using initial review 

procedures. 

Amendments proposing minor 

administrative changes and involve 

no additional risk to participants 

Assigned to an IRB administrator for 

review and approval. 

Amendments proposing changes 

which have been requested by a 

convened Board 

Assigned to a designated expedited reviewer 

for review. Full Board discussion is not 

required for these submissions. 

Amendments proposing minor 

changes and involves no more than 

minimal risks to the participant 

Assigned to designated expedited reviewer for 

review. Full Board discussion is not required 

for these submissions. 

Amendments proposing substantial 

changes or may represent a greater 

than minimal risk to the participant 

Assigned to Primary Reviewer for Convened 

Board Review (see SOPs) regardless of the 

determined risk assessment of the study (i.e. 

minimal, greater than minimal). 

8.2.5 Assignment of Reviewers and Preparation of Agenda 

i. The assignment of designated expedited reviewers, primary reviewers and secondary 

reviewers is the responsibility of the Chairperson. The IRB Chairperson makes 

assignments with the help of the Reviewer Assignment Sheet and IRB rosters. The IRB 

Chairperson assigns reviewers with the appropriate scientific expertise and who are 

knowledgeable about or experienced in working with vulnerable participants, if necessary 

to conduct an in-depth review of the protocol. If the IRB Chairperson finds there is no 

IRB member with appropriate scientific expertise to conduct an in-depth review, the 

Chairperson shall consult with the IRB Administrator for assistance in obtaining a 

different competent reviewer or whether deferral to another IRB meeting will be required.  

ii. The assignment of convened Board reviewers (primary and secondary reviewers) shall be 

made at least seven (7) calendar days in advance of the convened Board meeting. If the 

assignment is made less than seven (7) calendar days before a convened meeting, 

extenuating circumstances must exist and the assignment must be made no less than two 

(2) working days prior to the meeting. The assignment of designated expedited reviewers 

is conducted concurrently with the assignment of convened Board reviewers. All 
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reviewers receive an e-mail automatically generated from the IRB systems software 

stating the assignment. 

iii. The UDS online system creates an electronic agenda for convened meetings based upon 

the reviewer assignments. The IRB Administrator is responsible for the accuracy of the 

agenda and for completing any other components of the agenda in the UDS system. A 

copy of the agenda and attached materials shall be maintained with the meeting minutes 

within the UDS online system. 

iv. Complete applications as described in the Research Submission Requirements are 

available to all IRB members, via the electronic agenda beginning at least seven (7) 

calendar days in advance of the convened meeting. Complete applications are made 

available to any alternate members attending the meeting in place of a regular member. 

Ad hoc consultant reviewers receive copies of material that pertain to their requested 

input. 

9. PROTOCOL SUBMISSION 

This policy specifies and describes the requirements for submitting an initial application to 

UDS IRB for clearance related to research involving human participants.  

9.1. Policy Statement 

The University has established procedures and requirements for submitting an initial 

application to the UDS IRB with details in SOPs under “New Protocol Submission”. All 

submissions must be in written form. 

9.2. Procedure 

9.2.1. Forms to be Completed and Submitted by Principal Investigator (PI) 

 The IRB must receive sufficient information from investigators to provide   

 adequate review of proposed research and to make the required determinations  

 for IRB approval. There are a variety of forms designed to elicit this information.  

 PIs making applications to UDS IRB shall complete and submit all relevant  

 forms as spelt out in the SOPs. 

10. IRB REVIEW OF A PROTOCOL AND DECISION 

The UDS policy to protect human research participants seeks to ensure that UDS research is 

conducted in accordance with the highest ethical standards.  

10.1. Policy Statement 

 The UDS IRB shall ensure that research protocols receive thorough and fair reviews in 

order to protect the rights, welfare and privacy of research participants. Initial applications 

may be for full Board review, expedited review or exemption from review as detailed in SOPs 

under “Initial Review”. 
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10.2. Procedure 

10.2.1. Application for Review 

 All applications and supporting documents must be received and processed by  

 the UDS IRB Secretariat for review according to laid down procedures in the  

 relevant SOPs. 

10.2.2. Exempt Applications 

Some types of research activities that involve no greater than “minimal risk” may 

qualify for UDS consideration for exemption from IRB review. The procedures or 

“exempt” applications are spelt out in the SOPs. The following additional procedures 

must also be followed: 

a. Procedures for “Exempt” Applications  

i. A PI may not self-determine that his or her own research protocol qualifies for 

exemption from IRB review. 

ii. A PI requesting an exemption must complete the IRB Exemption Form. The IRB 

Secretariat will determine if the research project meets the eligibility requirements 

for exemption from IRB review. 

iii. If the research activities are not eligible for exemption, the research project must 

receive either expedited or full committee review by the IRB. 

iv. Research activities may not commence until the PI receives a written notice of 

exemption from the Secretariat. 

v. Changes to any of the research activities or materials must be reviewed by the IRB 

staff to verify that the project continues to be eligible for exemption from IRB 

review. 

vi. Researchers are responsible for ensuring full and continuing compliance with all 

University and IRB policies in the conduct of their research 

 

b. Research that qualifies for exemption 

i. Research conducted in established or commonly accepted educational settings, 

involving normal educational practices, such as research on regular and special 

education instructional strategies, or research on the effectiveness of or the 

comparison among instructional techniques, curricula, or classroom management 

methods. 

ii. Research involving the collection or study of existing data, documents, records, 

pathological specimens, or diagnostic specimens, if these sources are publicly 

available or if the information is recorded by the investigator in such a manner that 

subjects cannot be identified, directly or through identifiers linked to the subjects. 

iii. Research and demonstration projects which are conducted by or subject to the 

approval of department or agency heads, and which are designed to study, 
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evaluate, or otherwise examine: 

▪ Public benefit or service programmes; 

▪ Procedures for obtaining benefits or services under those programmes; 

▪ Possible changes in or alternatives to those programmes or procedures; and 

▪ Possible changes in methods or levels of payment for benefits or services 

under those programmes. 

 

a. Research that does not qualify for exemption  

Research involving certain groups of participants does not qualify for “exempt 

from review”: 

i. Children: Exemption for research involving survey or interview procedures or 

observations of public behaviour does NOT apply when research involves 

children. 

ii. Prisoners: Exemptions do NOT apply when prisoners are involved.  

10.2.3 Criteria for Decisions 

The possible decisions that may be made after an IRB Review are: (1) Approval (2) Conditional 

Approval, (3) Rejected with reasons 

With the exception of the “rejection with reasons” decisions, which can only be made upon full 

or convened IRB review, the rest can be made under both the Expedited and full Board Review 

processes. 

 

i. Approval: The IRB Secretariat will communicate the approval decision through laid 

down procedures to the PI (see SOP for details). 

 

ii. Conditional approval: The Expedited Reviewer(s) or the Convened IRB may stipulate 

that approval of the research protocol will be granted only after the PI makes specific 

minor revisions to the protocol, informed consent documents and/or process, 

recruitment materials, etc. The IRB Secretariat will send the PI a notification of the 

required changes. If the PI makes the revisions, he or she shall then submit them for 

review via the Expedited Review process. After all specific minor revisions have been 

approved, the IRB Secretariat will send an email notice of approval to the PI. Upon 

receipt of the notice, the PI may initiate the research activity. If, however, the PI 

suggests or makes revisions that the Expedited Reviewer believes affect the risk-

benefit ratio of the project, such revisions will be designated as major and referred for 

review by the Convened IRB.  

 

The PI may request the IRB to review at a convened meeting any specific 

minor revisions that were required during the Expedited Review process with 

which he or she disagrees. However, that research protocol cannot begin until 

all specific minor revisions have been satisfactorily addressed or the convened 
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IRB has reviewed and approved the research protocol. 

 

iii. Rejection with reasons: The IRB, at a convened meeting, may elect to reject or 

disapprove a research protocol when it identifies significant concerns about potential 

risk to participants or a lack of scientific validity to support the proposed research 

activities. The Secretariat will draft and transmit to the PI a written statement of the 

reasons for the IRB’s decision. The PI will have the opportunity to respond in person 

or in writing. The IRB at a convened meeting will review any written responses and 

make a decision about the appeal of the initial decision to disapprove the research 

protocol. As with all protocols, the PI may not initiate the corresponding research 

activity until the protocol has been approved by the IRB. The PI always has the right 

to submit a new protocol that addresses the concerns outlined during the initial 

review. 

11. RESPONSIBILITIES OF THE PRINCIPAL INVESTIGATOR 

A Principal Investigator is required to conduct him/herself and the research responsibly and 

diligently in accordance with the terms of the UDS General Ethical Principles of Research. 

The UDS IRB allows only one individual to be identified in the protocol as the Principal 

Investigator (PI) (See Glossary).  To qualify as a PI on a protocol submitted to the UDS IRB, 

an individual must have been explicitly identified as the PI in the research proposal as: 

i. A current UDS academic or administrative staff   

ii. A current student (undergraduate, graduate, postdoctoral fellow) enrolled at UDS. 

11.1. Policy Statement 

 The University for Development Studies delegates the overall responsibility for the 

 pursuit and management of the research protocol to the Principal Investigator as a 

 member of the UDS faculties, departments, student or staff and as the person who is 

 most knowledgeable about the research proposal. An individual who may be listed as a      

     PI on a protocol submitted to the UDS IRB but who is not affiliated with UDS as per the 

 above may be a Co-Investigator/Key Personnel.  

11.2.  Procedure  

11.2.1. Responsibilities of the PI 

i. Principal investigators must not commence research until the PI has the IRB approval 

letter and obtained all other required approvals, such as approvals of departments or 

divisions that require approval of the use of their resources. 

ii. If the PI has any questions about whether he/she is conducting research involving 

human subjects, including collaboration in human subjects-research with a different 

University, the PI must contact the IRB before commencing the study. 

iii. PI must protect the rights, safety, and welfare of subjects involved in the research. 

iv. The PI must comply with all requirements and determinations of the IRB.  
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v. The PI must use sound study design in accordance with the standards of his/her 

discipline and design studies in a manner that minimizes risks to subjects.  

vi. The PI must ensure that there are adequate resources to carry out the research safely. 

These include, but not limited to, sufficient investigator time, appropriately qualified 

research team members, equipment, and space.  

vii. PIs are required to provide verification of human subjects training.  

viii. The PI must ensure that research staff are qualified including, but not limited to, 

appropriate human subjects training, education, expertise, credentials, protocol 

requirements and privileges, to perform procedures and duties assigned to them during 

the study. 

ix. PIs must submit proposed modifications to the IRB prior to a modification’s 

implementation.  

x. PIs must not make modifications to the research without prior IRB review and 

approval, unless necessary to eliminate apparent immediate hazards to subjects. 

xi. PIs must submit continuing reviews to avoid a lapse in approval of their study. If 

approval of the research expires, the PI must stop all research activities immediately 

and contact the IRB. 

xii. PIs must close the research (end the IRB’s oversight) when all the following criteria 

are met: 

a. The protocol is permanently closed to enrolment; 

b. All subjects have completed all protocol-related interventions and interactions; 

c. No additional identifiable private information about the subjects is being 

obtained; and 

d. The PI’s analysis of private identifiable information is completed. 

 

xiii. Unless the IRB approved a protocol to include the following populations, the PI 

must not enrol the following subjects in the study: 

a. Adults unable to consent 

b. Children 

c. Neonates of uncertain viability 

d. Nonviable neonates 

e. Pregnant women 

f. Prisoners 

xiv. The PI must retain research records (including signed consent documents) for three 

years after completion of the research. “Completion of the research” means when the 

definition of human subjects-research is no longer met: the protocol is permanently 

closed to enrolment; and all subjects have completed all protocol-related interventions 

and interactions; and no additional identifiable private information about the subjects 

is being obtained; and analysis of private identifiable information is completed. 

Completion of the research is typically evidenced by the PI submitting a closure form 
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or the study’s lapse (expiration) of approval. 

xv. If the PI is a lead investigator of a multi-site study, the PI must ensure there is a plan 

to manage information that is relevant to the protection of subjects.  

11.3. Training for PI 

Before the IRB can approve the research protocol, the PI, all co-investigators, and all 

personnel named in the protocol must successfully complete the UDS IRB online 

training addressing the appropriate conduct of human participant research.  Proof of 

completion of this requirement by all investigators and key personnel is maintained 

in the protocol file by the UDS IRB Secretariat. 

All researchers named on a protocol are required to renew their training every five (5) 

years, unless the IRB grants an exemption or extension to this requirement as part of 

the protocol review or as a policy modification approved by a majority vote of the 

voting members of the IRB. 

12. PROTOCOL AMENDMENT 

The design, approval and implementation of protocols constitute a critical component of any 

research exercise. In view of this, the integrity of the protocol must be maintained at all times. 

In order to safeguard this, the UDS IRB will ensure that all amendments to approved protocols 

are duly reviewed and approval given by the Board for the research to continue. 

12.1. Policy Statement 

 All amendments to protocols that have been approved by the UDS IRB must be 

 submitted to the Board for approval before implementation. 

12.2. Procedure 

i. The Administrator shall review request for protocol amendment and determine the level 

and nature of review required 

ii. An amendment shall be considered major if the proposed changes to the research protocol 

are likely to have a significant effect on: 

a. The safety, physical or mental state of the subject under investigation or trial 

b. The scientific value of the trial or study 

c. The main conduct or management of the trial/study 

d. The safety or quality of the materials used in the trial or investigation  

iii. For the avoidance of doubt, the UDS IRB shall consider the following as major or   

substantial amendments: 

a. Changes to the methodology or background information of the study 

b. Changes relating to the safety, physical or mental state of the participants 

c. Significant changes to the study documentation, such as participant information 

sheet, questionnaires, and consent forms 
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d. Change of sponsors or legal representation 

e. Appointment of a new principal investigator or key collaborator 

f. Change or inclusion of new research or trial site; and 

g. Other issues the Board might deem fit to be classified as major 

iv. An amendment shall be considered as minor if the proposed changes to the research 

protocol are likely to have very little or no significant effect or implications for the 

research participants, or for the conduct and management of the research or trial. 

v. For the avoidance of doubt, the UDS IRB shall consider the following as minor 

amendments: 

a. Correcting errors or minor clarifications on the protocol 

b. Changes in the research team other than appointment of a new principal 

investigator 

c. Changes in funding and logistical arrangements 

d. Extension of the study or trial period beyond what is specified in the application 

form 

e. Changes to the contact details of the sponsor or principal investigator. 

vi. All changes or amendments, whether major or minor must be reported to the UDS IRB 

for approval 

vii. All requests for amendment shall be given special or priority attention by the Board 

13. APPEALING THE DECISIONS OF UDS IRB 

The decisions taken by the UDS IRB are subject to appeal if the PI decides that there are sound 

reasons to do this. The UDS IRB may determine that some or all of a proposed research 

activity cannot be approved, or the IRB may require the researcher to make changes to the 

research in order to obtain IRB approval.  All these decisions may be appealed by the PI 

according to laid down procedures 

13.1. Policy Statement 

Similar to the Ghanaian justice and judicial system, the actions and inactions of UDS are 

guided by the principles of natural law/rights, and the University recognises the right of 

its staff and students to appeal against any adverse decision against them by any of its 

governing bodies. In fulfilling its mandate, the UDS IRB shall function impartially, 

provide a fair hearing to the researchers involved, and provide reasoned and appropriately 

documented opinions and decisions. This policy document spells out the rights of PIs to 

appeal the IRB’s decisions and the procedures for doing that.  

13.2. Procedure 

A PI may appeal to the UDS IRB to do a formal re-review of its decision(s), and the IRB 

has an obligation to provide prompt reconsideration of its decision(s).  Some of the 

legitimate grounds for requesting an appeal are when:  

a. There have been multiple unsuccessful efforts by the PI and the IRB to resolve a 
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disagreement; and 

b. The PI believes that the IRB’s decision is due to: 

i. Inadequate or inaccurate information;  

ii. The IRB’s non-compliance with University policy, local government and/or state 

law.  

iii. The first step may be by way of informal discussions between the PI and the 

Chairperson of the IRB. 

c. If the matter is resolved through this informal process, the resolution will be 

documented in the minutes of the meeting between the Chairperson and the PI and will 

also be reflected in the ethics application and study materials as appropriate. 

d. If informal discussions do not result in a resolution of the issues, the PI may apply for 

formal appeal against the decision of the IRB. 

e. The formal appeal must be made by the PI within 30 days after the formal decision.  

f. The appeal request consists of sending to the IRB the following: 

1. A cover letter outlining the basis for the appeal. 

2. Three copies of any supplemental documentation that supports the appeal. 

 

iv. Within 10 business days of the receipt of the formal appeal letter, the Administrator 

shall: 

a. Provide the relevant IRB-member (s) with a copy of the materials; and 

b. Send the PI an acknowledgment of the appeal request. 

13.2.1. Request for Appeal 

i. The Administrator shall review the appeal request to determine whether an appeal 

is appropriate, as defined above. This may involve consultation with the PI, the 

Chairperson, and others as needed.  

13.2.2. The Administrator shall notify the PI about the outcome of the appeal in writing.  

13.2.3. Review of the appeal application 

i. The appeal shall be heard at an IRB meeting.  This may be a regularly scheduled 

IRB meeting, or it may be a meeting convened specifically for this purpose. 

ii. If the decision being appealed was made by a full Board; that same Board will hear 

the appeal. 

iii. If the decision being appealed was made by expedited process, the IRB associated 

with the minimal risk reviewer will hear the appeal. 

iv. The PI is required to attend the IRB meeting and to present the appeal to the IRB 

members.  The Administrator works with the IRB and the PI to schedule a 

mutually-acceptable review date as soon as possible.  

v. Attendees for the appeal portion of the IRB meeting shall include: 

a. The PI and up to two of his/her colleagues or staff (if desired) 

b. The relevant IRB member who reviewed the application 

c. If applicable, the IRB member(s) who did the expedited review, the decision 



  

26 | P a g e  
  

of which is the subject of the appeal. 

d. The Administrator shall follow standard procedures to identify the IRB 

member who will be the primary reviewer of the appeal, and to provide all 

relevant materials (including those provided by the PI) to all attendees at the 

meeting. 

13.2.4. Hearing 

i. The IRB Chairperson may hold a closed session without the PI and colleagues, 

prior to the appeal portion of the meeting, to establish the key issues and questions 

to consider. 

ii. The PI is invited to present information and rationale to the IRB.  

iii. The researcher’s colleagues may be invited to be present.  

iv. There is a question-and-answer session with the PI and colleagues.  

v. The PI and colleagues leave the meeting room.  

vi. The IRB members and other meeting attendees discuss the appeal. 

vii. There will be voting to decide one of the following: 

a. Approve the appeal and modify the original decision; 

b. Disapprove the appeal and uphold the original determination; or 

c. Defer the appeal and obtain additional information or consultation in order to 

make a final decision.  

13.2.5. Communication of the outcome 

i. The IRB’s appeal determination, and any considerations or requirements 

associated with it, are communicated to the PI in writing within 10 working days.  

ii. The Administrator works with the IRB Chairperson and the primary reviewer to 

draft the letter.   

14. CLOSURE AND RE-OPENING OF FILES 

UDS believes that research projects involving human subjects undertaken by its staff may 

terminate at one point; either because it has been successfully completed or it is discontinued 

for one reason or the other. This is an important development in the research project which 

UDS IRB must be informed immediately. In relation to ethical issues, closure of the research 

project is viewed with the same importance as its start. Additionally, closure of research 

projects may be initiated by the IRB for various reasons spelt out in detail in the SOPs.  

14.1.Policy Statement 

All files on protocols approved by UDS IRB must be duly closed and or re-opened by 

following appropriate procedure. This Policy describes and stipulates the procedures that 

PIs must follow to close a research project for which clearance was given by the IRB. The 

Policy applies to all on-going and future human participant research projects conducted 

by UDS faculty, staff, or students or by anyone conducting a research activity supported 
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by UDS or where UDS is considered to be engaged in the research. 

14.2.Procedure 

A protocol may be closed when the PI determines that the research protocol and all related 

publications, presentations, and websites derived from individually identifiable private 

information have been completed. The PI then submits an IRB Project Closure Form and 

other related documents to the Institutional Review Board (IRB). The key document 

related to the closure of a protocol is the IRB Project Closure Form. All PIs must submit 

a closure form when a protocol is completed or otherwise closed. This form not only 

formalizes and documents the closure of a study file, but also provides the IRB with 

information pertinent to its review and approval of similar or related studies. Failure to 

submit a closure form for all closed studies, including those that have expired or lapsed, 

may cause the IRB to postpone the review and approval of future research protocols.  

 

14.2.1. Closure 

In addition to the procedure for closure of the research stated above, both for closure 

initiated by PI and the IRB, a PI cannot close a study as long as he or she is making 

any use of individually identifiable private information collected as part of the 

protocol. If after a study is closed, the PI seeks to engage in an activity such that one 

of the criteria in the aforementioned would no longer be met, he or she must submit 

a new protocol for IRB review and approval – application for re-opening the 

research, details of which are stated in the SOPs. 

14.2.2. Rules for Use of Data after Closure 

After closure initiated by the PI, the data may still be used under the following 

conditions: 

i. A PI may use or transfer previously collected but fully de-identified data or 

specimens because this does not constitute human participant research. 

ii. No approval is required for the use, transfer, or receipt of fully de-identified data.  

iii. There is no need to obtain the consent of a specimen donor when the data has been 

fully de-identified.  

A PI, however, should take all precautions necessary to ensure that data and specimens 

are fully de-identified. This is often difficult to achieve. If de-identification is not done 

carefully, the investigator reviewing the data or specimens risks conducting research 

without IRB approval. 

14.2.3. Reopening a Closed File 

i. If the application is made within 6 months (or less) of the initial closure: A 

Continuing Review Report may be submitted for expedited or full review in order 

to reactivate the file (Continuing Review Form). 

ii. If the application is made more than 6 months from the initial closure, an 
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appropriate new application must be submitted to the IRB (for details, refer to the 

SOPs on submission of Initial Application) 

a. A cover letter explaining the reason for study reactivation is to accompany this 

type of reopening request.  

b. The documents are forwarded to the IRB Chairperson or designee for 

expedited review or to the appropriate IRB committee that most recently 

reviewed the activity prior to closure for full review. 

c. The re-opening of a closed file is approved for a period of twelve months (one 

year), with the termination date being twelve months after the date the IRB 

approves the request.  If the investigator needs to extend the re-opening of a 

file for a period longer than twelve months, he/she must submit a full 

application.  A full re-opening of a closed file requires the submission of a 

new/initial study application. 

15. INFORMED CONSENT 

Informed consent is a voluntary un-coerced decision made by a competent autonomous 

individual to accept or reject some proposed courses of action. It is an informational process 

that takes place between the investigator and a prospective subject.  

15.1.Policy Statement 

Remember that unless informed consent is waived or altered by the UDS IRB, you must 

not involve a human being as a participant in research covered by this policy unless you 

have obtained informed consent of the participant or the participant’s authorized 

representative. 

The informed consent document is only part of the informed consent process which, in 

itself, entails options, processes, and documentation. The procedure for each of these 

components is presented below. 

15.2.Procedure 

15.2.1. Informed Consent Processes 

I. General Guidelines 

a. The consent form template is the UDS IRB’s preferred format for all subjects.  

b. Consent forms should be written in second person’s voice (e.g., you will be 

asked to complete questionnaires), EXCEPT the “Documentation of Informed 

Consent” section located just above where subjects sign the form that should 

be in first person.  

c. Do not use exculpatory language through which the subject is made to waive or 

appear to waive any of their legal rights, or releases or appears to release the 
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researchers, the sponsors, the institution or its agents from liability for 

negligence. 

d. Correct all grammatical and typographical errors.  

e. The UDS IRB requires the use of an approved consent form.  

 

II Readability 

Consent forms should be written in simple language understandable to the subject. 

To do this, it is important to observe the following: 

a. Do not use jargons.  

b. Use 12 point font (Times New Roman) 

c. Spell out all acronyms and abbreviations, at least initially in the form.  

d. Use complete sentences.  

e. When explaining research procedures that are either numerous or complex, 

consider using either a bulleted list, sub-headings, flow chart, or diagram to 

improve subjects’ comprehension of what they are asked to do. 

III Heading/Title 

When using multiple consent forms for different subject groups, it is helpful for 

both IRB reviewers and researchers to change “Research Participant Consent 

Form” to something more descriptive of the subject population such as “Teacher 

Consent Form”, “Student Consent Form Aged 18 and Older”, “Student Assent 

Form Below 18years”, “Parent Consent Form”, “Control Group Consent Form”. 

The Title of Project typically matches the title of the IRB protocol. However, there 

are times when this is inappropriate because it could compromise the research or 

otherwise would not be understandable by the subject population. When this occurs, 

please explain the reasoning within the protocol application narrative. 

Principal Investigator should be the one listed in the IRB protocol. Research Project 

Number should reflect the reference number assigned to the IRB protocol once it 

has been submitted to the IRB. When the PI receives the consent forms stamped 

with the IRB’s approval, the PI should include the reference number in the header.  

Once approved, the IRB will stamp the consent form with an approval stamp stating 

both the approval date and expiration date. The form cannot be used to recruit 

subjects after the expiration date. The PI will receive a copy of the stamped consent 

form and should make copies from that form to recruit subjects. Subjects should 

receive a copy of the consent form to keep for their own records.  

IV Purpose of Research 
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a. Provide a non-technical step-by-step explanation of the research project’s 

procedures and number of sessions.  

b. When explaining research procedures that are either numerous or complex, 

consider using either a bulleted list, sub-headings, flow chart, or diagram to 

improve subjects’ comprehension of what they are asked to do. 

c. Identify any procedures that are experimental.  

d. Identify any alternative procedures or treatments that might be available to 

subjects.  

e. When taking blood samples, biopsies or administering a procedure using 

metric measurements, translate the measurements into a commonly 

recognized measurement (e.g., 15ml of blood equals 1 tablespoon). If 

exposing a subject to radiation, identify the exposure in terms 

understandable to the subjects, such as the amount relative to a routine 

dental X-ray. If hearing experiments are conducted, compare the noise level 

to common noises (e.g., the decibel level is comparable to the sound of a 

vacuum cleaner).  

1. Duration of Participation 

i. Describe the amount of time subjects will be required to devote to the 

procedures (e.g. 3 hours per week for 12 weeks).  

ii. Be certain that the proposed duration is realistic for subjects to perform the 

procedures.  

 

2. Risks 

i. Describe any reasonably foreseeable risks, stressors or discomforts. The 

risks can be physical, psychological, economic, social, or legal. The consent 

form should address any risks that are noted in the IRB protocol. 

ii. Describe what will be done to minimize these risks. 

iii. When appropriate, a statement that the particular treatment or procedure 

may involve risks to the subject (or to the embryo or foetus if the subject is 

or becomes pregnant) that are currently unforeseeable.  

iv. If applicable, include any additional resources (e.g., counselling centres) 

available to assist subjects. 

v. If risks are minimal, please explain that they are no greater than the subject 

would encounter in daily life or during the performance of routine physical 

or psychological examinations or tests.  

vi. If conducting research in areas that may trigger mandatory reporting 

requirements, this must be disclosed as a risk to subjects (e.g., child abuse 

and neglect, etc.).  

3. Benefits 
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i. Describe any potential benefits to the subject which may reasonably be 

expected from the research, or a statement that there are no direct benefits 

to subjects, but that there may be benefits to general knowledge or to 

society.  

ii. Benefits cannot be guaranteed or be implied to be guaranteed. Do not 

overstate benefits.  

iii. If research involves treatment, disclose any appropriate alternative 

procedures or courses of treatment that might be available.  

iv. Compensation or other incentives to participate in research are not 

considered benefits to subjects.  

4. Compensation 

i. Describe payments or other incentives (e.g. class credit, extra credit, gifts). 

Explain any schedule of payments.  

ii. For research involving multiple sessions, payments should be pro-rated and not 

contingent upon study completion.  

iii. If your payment procedures require a subject to sign a log or provide name, 

address and social security number to a UDS business office for the purpose of 

facilitating payment, please disclose this information. If uncertain about this, 

consult your department’s business office.  

iv. State whether pro-rated payments will be made if a subject withdraws from the 

study.  

v. When utilizing compensation that includes a drawing, identify the odds of 

winning. 

vi. Compensation should not be too generous to influence the behaviour of the 

subject. 

5. Extra Costs to Participate 

i. Identify any costs related to the research that subjects may be required to pay 

(e.g., travel expenses, costs of medicines or other treatments, cost of study 

related supplies).  

ii. If there are no extra costs to participate in the research, please state this.  

6. Injury or Illness 

This section is only required for studies that present greater than minimal risk to 

subjects. However, its inclusion is optional for all other studies. Researchers should 

determine how costs related to the injury or illness of a subject will be covered by 

the study and how those expenses will be paid.  

 

If researchers determine that the study will not cover such costs, the language “The 

UDS shall not be liable for any harm resulting from participating in this research 
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project. This does not waive any of your legal rights nor release any claim you 

might have based on negligence.” should be used.  

7. Confidentiality 

i. Specify the extent, if any, to which confidentiality of records of subjects will be 

maintained.  

ii. Specify how identifiable research records, data, specimens, etc. will be stored 

and for how long.  

iii. Specify how and when research records, data, specimens, etc. will be de-

identified and/or destroyed, and when, if ever, it will be destroyed.  

iv. This section must include the following wording: “The project’s research 

records shall be reviewed by external and internal agencies where 

appropriate”  

v. State where, how, and to whom results will be disseminated.  

 

8. Voluntary Nature of Participation 

The Informed Consent must contain a statement that participation is voluntary, that 

refusal to participate will involve no penalty or loss of benefits to which the subject 

is otherwise entitled, and that the subject may discontinue participation at any time 

without penalty or loss of benefits to which the subject is otherwise entitled.  

i. When appropriate, the consequences of a subject’s decision to withdraw 

from the research and procedures for orderly termination of participation by 

the subject should be stated. 

ii. When appropriate, anticipated circumstances under which the subject’s 

participation may be terminated by the investigator without regard to the 

subject’s consent.  

iii. If the study is conducted in a specific environment (e.g. school, health care 

facility, workplace, etc.), include a statement that the decision to participate 

or not participate in research will have no effect on the subject’s relationship 

with that specific research site (e.g., school, workplace, health care facility).  

iv. When appropriate, disclose the point where a subject would be unable to 

withdraw their data from the study. For example, if the data will be de-

identified after the data collection and code key destroyed, please state that.  

9. Contact Information 

i. Specify whom to contact for answers to pertinent questions about the 

research and research subjects’ rights, and whom to contact in the event of 

a research related injury to the subject.  

ii. Add the following contact statement, “If you have any questions about this 

research project, you can contact [insert PI name and phone number plus 
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any additional research personnel who participants may need to contact 

and their contact information.” If more than one person is listed, please 

indicate the first point of contact]. If you have concerns about the treatment 

of research participants, you can contact the UDS IRB [insert address]. The 

phone number for the Board is +233 …. The email address is 

irb@uds.edu.gh”  

15.2.2. Documentation of Informed Consent 

Documenting an Informed Consent often involves: 

i. A statement that subjects have read the consent form and had the 

opportunity to ask questions and have had the research purpose explained.  

ii. A statement that they are prepared to participate in the research.  

iii. A statement explaining they will receive a copy of the consent form.  

15.2.3. Informed Consent Options 

As an ongoing process by which a participant, their parent or their legal representative 

voluntarily confirms willingness to participate in a particular research project, after 

having been informed of all aspects of the research that are relevant to the decision to 

participate, all research proposals involving human participants or the collection of 

private data linked to individuals, must address informed consent.  The following 

Informed Consent options are available to all investigators working with human 

research participants (U. S. Federal Regulations [OHRP and FDA]).  

a. Standards for Adult Research 

i. Informed Consent with Signature –This is a default standard for all studies in that 

the basic elements for informed consent are required for any participant enrolled 

in research unless some or all of the elements are waived. Different consents may 

be required for different participant types, e.g. teachers vs. student participants, 

prisoner vs. non-prisoner participants, etc 

ii. Research Information Sheet (without signature) -Use of a Research Information 

Sheet with elements for informed consent but without a signature line for 

participants. The Research Information Sheet is allowed only if: (1) the only 

identifier is the signature on the consent and the principal risk would be breach of 

confidentiality or (2) the research presents no more than minimal risk of harm to 

participants and involves no procedures for which written consent is normally 

required outside of the research context. Each person should be asked if they want 

documentation linking them to the research. 

b. Waivers 

i. Waiver or Alteration to Elements of Consent -The UDS IRB may approve a consent 

procedure which does not include, or alters, some or all of elements of informed 

consent, so long as the research meets the criteria for approving research, and the 

research meets the criteria specified in the regulations for leaving out or altering 
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those elements. An alteration of consent can apply to all consent types and there 

must be an appropriate justification for the alteration 

ii. Waiver of Consent - The UDS IRB may approve a waiver of the requirement to 

obtain and document consent provided the criteria in the regulations are met. 

 

c. Non-English Speaking Participants 

i. Short Form with Oral Translation - The Short Form and Oral Translation of the 

English consent is required if an individual is not fluent in English and this was not 

anticipated. This process requires a witness who understands both languages and 

who is not the oral translator.  

ii. Long Form Translations – The IRB approved English versions of research consent 

must be translated if it is known in advance those non-English speaking individuals 

are likely to be approached for consent or if more than 5 participants speaking one 

foreign language have been consented using the short form. 

15.2.4. Translation of Consent Document 

In order to ensure that prospective participants have sufficient information to provide 

informed consent to participate in research it is necessary for the investigators to 

convey information regarding the research to participants through methods that will 

be effective for the participant population.  As investigators often wish to conduct 

research with participant groups who do not speak or read English fluently, the IRB 

has developed a policy regarding the use of Translated Informed Consent Forms. 

Regardless of the level of risk, it is recommended that English versions of consent 

forms be approved prior to translation. 

a. Translations for Minimal Risk Research 

For studies involving minimal risk to participants (“no foreseeable risks involved 

in participating in this research beyond those experienced in everyday life”),  the 

qualifications of the translator should be provided (e.g., native speaker, academic 

degrees, certified translator, etc) to the IRB when foreign language versions of 

consent forms are provided.  The translations should be consistent with the English 

versions in both content and format.  Translators must sign a statement indicating 

that they have carried out the translation to the best of their ability. 

b. Translations for More than Minimal Risk Research 

For studies involving greater than minimal risk to participants, the Board requires 

that the researchers either use certified translators (with a letter of certification 

from the translator or translation service) or that a “back-translation” by a different 

translator than the one who performed the original translation be provided.  The 

back translation (back into English) serves to ensure that the non-English version 

contains all of the key elements of the English version. The translated documents 
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(forward and back), as well as documentation of the qualifications of each 

translator, must be submitted to the IRB for final approval.   

16. RESEARCH INVOLVING VULNERABLE POPULATIONS 

Research involving vulnerable groups will require special arrangements. The UDS IRB has 

specified procedures that researchers need to follow in obtaining informed consent and 

enrolling the vulnerable in research. 

16.1.Policy Statement 

The University for Development Studies recognizes a fundamental obligation to protect 

the most vulnerable members of its community in research. Accordingly, the University 

has adopted certain safeguards intended to better protect vulnerable groups when they are 

on University premises, participating in University programmes and activities or when they 

are in the care of University staff. The UDS IRB will ensure that the right processes are 

followed in research involving vulnerable persons so as to guarantee their safety and 

dignity at all times. 

16.2.Procedure 

The UDS IRB has specified procedures that researchers need to follow in obtaining 

informed consent and enrolling vulnerable persons in research: 

16.2.1. Minors 

i. Legally, children are not able to give true informed consent until they turn 18. So, 

before taking part in any research, they are asked for their assent. Assent means that 

they agree to take part. They may also dissent, which means they do not agree.  

ii. To take part in the assent process, children must be mature enough to understand the 

research and what they are expected to do. Some children as young as 7 years old may 

be able to take part. But, this age varies depending on the child and the institution 

running the research. 

As with the informed consent process, the assent process is meant to be an ongoing 

conversation between the child and research team.  

 

Parental Consent  

All research involving minors shall require parental consent. Usually, both parents will 

need to give permission for the child to take part in the research. A single parent may give 

consent where one parent: 

a. Has died 

b. Is unknown 

c. Is incompetent 

d. Is not reasonably available 

e. Has sole legal custody of the child  
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f. Is  mentally challenged 

 

iii. During the assent process 

a. Parents or guardians shall give informed permission for their child to join the 

research. 

b. The research team explains the research to the child in the language the child can 

understand, including what it means to take part and what the child can expect. 

c. The research team may use written forms, videos, graphics, and other visual aids 

to help explain the research. 

d. The child is encouraged to ask questions. 

When Assent Is Not Required 

Assent must be obtained from children unless: 

a. The child is not capable of assenting. 

b. The child might benefit from the treatment or procedure being studied in the trial. 

c. The treatment or procedure that may benefit the child is only available in clinical 

trials. 

e. Even if assent is not required, children still benefit from going through the assent 

process. Assent for Minors - Minors of age 7-13 require obtaining oral assent unless 

waived. Minors of age 13-17 require obtaining written adolescent assent (the minor 

signs) unless waived 

f. Parental Permission for Minors - PI must address parental permission when 

enrolling participants under the age of 18. Parents or legal guardians with parental 

rights must provide consent for the child unless waived. 

 

16.2.2. Prisoners 

a. General 

The UDS IRB shall give approval to research involving prisoners if it satisfies the 

following conditions: 

i. The focus of the research is on possible causes, effects, and processes of 

incarceration, and issues of criminal behaviour. 

ii. The study focuses on prisons as institutional structures, or the study of prisoners as 

incarcerated persons 

iii. The research focuses on examining conditions or factors affecting prisoners as a 

social group. 

iv. The research proposes to examine existing and emerging practices which have the 

intent and high level of probability of improving the health and general well-being 

of the participants/prisoners 
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v. The UDS IRB may also approve request for epidemiologic studies, if the research 

proposes to investigate the incidence or prevalence of a disease and the risk 

associated with it. 

vi. In a situation where a research participant becomes a prisoner after enrolment in a 

research, the principal investigator must report this to the UDS IRB. 

vii. If the research team wishes to maintain the incarcerated participant in the research, 

the principal investigator must submit an amended request to the UDS IRB for 

approval. 

viii. The IRB may either approve the continuous involvement of the incarcerated 

participant, or ask for his/her withdrawal from the research. 

b. For Principal Investigator (PI) 

i. The PI must first obtain permission or approval from the prison authorities. 

ii. Before the enrolment of prisoners, the principal investigator must obtain approval 

from the UDS IRB. 

iii. The principal investigator shall be required to sign a formal agreement with the 

prison authorities. 

iv. The principal investigator shall now obtain the consent of the prisoner by using a 

form that takes into account the additional risk and unique status of the prisoner as 

a member of a vulnerable group. 

v. The principal investigator shall ensure that the identity and other relevant private 

information of the prisoner-participant remain confidential before, during, and after 

the end of the research project. 

vi. The principal investigator shall use only written consent forms approved by the 

UDS IRB. 

vii. All consent forms must be signed by the prisoner-participant and dated. 

viii. All approved written consent forms must be documented. 

16.2.3. Mentally Challenged 

The mentally challenged constitute a vulnerable population in the context of non-

therapeutic experimentation. Their vulnerability is characterized by diminished 

decision-making capacity and by susceptibility to coercive situations that may bring 

voluntariness into question.  

i. The international consensus is that research involving this population should be 

permitted, but only if the consent of a legal guardian is obtained and appropriate 

safeguards are introduced.  

ii. Researchers seeking the participation of a mentally challenged individual in a 

protocol must presume the person to be capable of participating in the decision; 

however, they must conduct competency assessments if the person’s ability to 

make such a decision is in doubt. 

iii. Information must be presented in such a way as to maximize the individual’s 

contribution, and capacity must be re-evaluated on an ongoing basis.  
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iv.  Researchers need at all stages to be mindful of the various issues of informed 

consent in relation to the mentally challenged.  The issues can be related to:  

a. The needs of participants  

b. Ensuring ongoing assent or consent  

c. Handling relationships that develop during the research process 

17. CONFLICT OF INTEREST 

Conflicts of interest are situations where the proponent of research or a person or organisation 

in question has vested interest in an action that needs to be taken. Financial Conflicts of 

Interest occur in situations in which such Investigator's Financial Interest compromises, or 

could appear to compromise, his or her professional judgment regarding the design, conduct 

or reporting of research or if such Financial Interest could directly and significantly affect the 

design, conduct or reporting of research. The bias in such conflicts may conceivably affect 

not only the collection, analysis and interpretation of data, but also the hiring of staff, 

procurement of materials, sharing of results, and choice of protocol, involvement of human 

participants and the use of statistical methods. 

17.1.Policy Statement 

The UDS acknowledges that employees, and their families and dependents, have the right 

to acquire, retain and accumulate personal financial assets and to establish financial 

relationships with other public and private entities. However, each employee also has the 

responsibility to manage his or her financial affairs and relationships in a manner that does 

not interfere with, or improperly influences the performance of his or her duties and 

responsibilities as an employee. 

 

This policy confirms UDS's commitment to the basic values of openness, academic 

integrity, integrity of business policy and procedure, independence, safe and ethical 

research, as well as to its tradition and expectation that Employees will conduct their 

relationships with the University with candour and integrity. To ensure the integrity of all 

institutional activities regardless of the source of support, the UDS has decided to apply 

the same Individual Financial Conflicts of Interest policy to all University activities. 

 

The UDS will exercise oversight and care in eliminating or managing Financial Conflicts 

of Interest that do or may arise because of an employee's or an investigator's Financial 

Interest in University research activities. The University will not accept or enter into 

agreements, contracts, gifts or purchases that give rise to a Financial Conflict of Interest 

unless the conflict can be eliminated or appropriately managed through administrative 

oversight to protect the interests of the University. The UDS will comply with all reporting 

responsibilities with respect to Financial Interests that have been disclosed while 

protecting the personal privacy of Employees when possible, except where disclosure is 
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required by applicable law or this policy. The University will comply with all state statutes 

and regulations requiring reporting of or public access to disclosed individual Financial 

Interests and Financial Conflicts of Interest which it shall maintain as confidential 

information to the extent allowed by applicable laws or regulations. 

17.2.Procedure 

As part of fulfilling his or her responsibilities, and to assist the University avoid or manage 

Financial Conflicts of Interest, each IRB member and Investigator must disclose any 

known Financial Interests that he/she or a dependent has in any of the following: 

i. Any University purchase or procurement of goods or services (whether or not 

pursuant to a formal contract) pertaining to proposed research. 

ii. Proposals that are submitted to external sponsors for funding, or, in the case of 

proposals to relevant agencies, in his or her Institutional Responsibilities. 

iii. Protocols for research that are submitted for review and approval by a Regulatory 

Committee (or to a subcommittee). 

iv. A donor that contributes a monetary gift or gift-in-kind designated to be in support 

of the Employee’s activities. 

v. For an Employee who is a member of a Regulatory Committee, any Financial 

Interest that he or she has in any research protocol submitted to that Regulatory 

Committee (with the Employee also recusing himself or herself from the review 

process regarding such protocol). 

vi. For an Employee who is an Investigator, any Significant Financial Interest that he 

or she has not already disclosed as a Financial Interest. 

Such disclosures must be made annually and within 30 days of discovering or acquiring a 

new Financial Interest. An Employee or Investigator who fails to make disclosures 

required by this policy, or who otherwise violates any of the provisions in this policy, may 

be subject to appropriate sanctions, including but not limited to, discipline for misconduct 

and/or insubordination under University policies, practices and procedures, up to and 

including dismissal. 

 

An Employee or Investigator who disagrees with a decision regarding the existence of a 

Significant Financial Interest, Financial Conflict of Interest or the necessary elements of 

a conflict management plan may submit a written appeal to the IRB. 

 

The UDS encourages faculty authorship of instructional materials and does not discourage 

the use of such materials in courses in a faculty member's department. In order to prevent 

Financial Conflicts of Interest or the appearance of such in selecting instructional 

materials, every academic department or school shall have a policy appropriate to its 

circumstances that ensures instructional materials are selected for their academic merit. 
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18. RESEARCH   MISCONDUCT 

University for Development Studies students, faculty, and staff are expected to assure quality 

and integrity in their research and publications by self-regulation and adherence to individual 

ethical codes and professional standards. Individuals in leadership or supervisory positions 

have a special obligation to foster academic integrity in their relationships and in their work.  

Violations of professional standards are a matter for peer review and censure; in some 

instances, they may be grounds for University disciplinary action. Most problems can be 

handled by informal mediation at the organizational level closest to the individuals involved. 

For the purpose of this policy, research misconduct is taken here to mean falsification, 

plagiarism, or other practices that seriously deviate from those that are commonly accepted 

within the academic community for proposing, conducting or reporting research. 

18.1.Policy Statement 

The purpose of this Policy is to fulfil the requirements set out in the UDS IRB and to 

articulate the responsibilities and standards required of UDS staff engaged in this activity. 

It provides procedures for dealing with allegations of research misconduct. Without 

limiting the generality of this section, misconduct of research includes: 

i. Failure to obtain IRB approval in line with UDS IRB SOPs. 

ii. Fabrication: making up data, source material, methodologies or findings, including 

graphs and images, and recording or reporting them. 

iii. Falsification: manipulating, changing, or omitting data, source material, 

methodologies, or findings, including graphs and images, without 

acknowledgement, and which results in inaccurately recorded or reported findings 

or conclusions. 

iv. Plagiarism: presenting and using someone’s published or unpublished work, 

including theories, concepts, data, source material, methodologies or findings, 

including graphs and images, as one’s own without appropriate referencing. 

Intentionally omitting references to the relevant published work of others for the 

purpose of inferring personal discovery of new information; 

v. Misleading ascription of authorship to a publication including the listing of authors 

without their permission; 

vi. Attributing works to others who have not contributed to the research; 

vii. The lack of appropriate acknowledgement of work primarily produced by a 

research student, trainee or associate. 

viii. Interfering with any research property of another person,  such as, the apparatus, 

reagents, biological material, writing, data, hardware, software, or any other 

substance or device used or produced in the conduct of research; 

ix. Misrepresentation as in stating or presenting a material of significant falsehood; 

x. Misrepresentation as in omitting a fact so that what is stated or presented as whole, 

states or   presents a material of significant falsehood; 

xi. Deliberate inclusion of inaccurate or misleading information relating to research 
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activity in curriculum vitae, grant applications, job applications or public 

statements, or failure to provide relevant information;  

xii. Presenting and seeking to publish the same manuscript in more than one journal. 

18.2.Procedure 

18.2.1. General 

The University will exercise its authority and discretion under these Procedures in 

conformity with the principles of procedural fairness in the university context. 

i. The respondent or any party involved in an investigation may have a representative 

or support person present at any time during the process outlined under these 

Procedures. Members of unions and employee associations have all rights to 

representation that their collective agreements confer. 

ii. All matters relating to misconduct, including confidential enquiries, allegations of 

misconduct, and information related to allegations, are to be sent to the Vice- 

Chancellor.  

iii. The University respects the sensitive nature of the information that individuals may 

provide under these Procedures. Such information will only be disclosed in 

accordance with these Procedures or as otherwise authorized by law. All records 

are maintained by the University in accordance with the applicable laws of Ghana 

and orders of the Courts, and other bodies having jurisdiction over such matters. 

18.2.2. Allegations 

i. An allegation of misconduct may come from various sources inside or outside the 

University. For example, the allegation may come from a member of the UDS 

community, a granting source, a member of the general public, a media report, or 

an anonymous source. 

ii. The ability of the University to investigate an allegation may be hampered if it is 

from an anonymous source, or if an allegation is not made in writing, and in some 

cases the University may be unable to proceed. 

18.2.3. Inquiry 

Upon receipt of an allegation, the IRB Administrator shall conduct an inquiry to 

establish the veracity or otherwise and take the following actions if necessary. Inquire 

into the allegation further: 

i. Request that the relevant unit of the University review the allegation or some 

aspect of the allegation, and report to the IRB Administrator; and  

ii. Appoint an individual(s) to review the allegation, or some aspect of the allegation, 

and report to the IRB Administrator. 

At the conclusion of the inquiry, the IRB Administrator may do any or all of the following: 

i. Dismiss the allegation, or some aspect of the allegation; 

ii. Appoint an Investigative Committee to investigate the allegation, or some aspect 
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of the allegation. 

At the conclusion of the inquiry, the IRB Administrator will inform the respondent 

and the respondent’s Dean, Administrator or Department Head in writing as to whether 

or not the University is proceeding with an investigation of the allegation. The IRB 

Administrator will also normally inform the party who made the allegation and, if the 

party is a UDS member, the party’s Dean, Administrator or Department Head. The 

inquiry process will normally be completed within two months of receipt of the 

allegation. 

18.2.4. Investigation 

i. If the IRB Administrator has determined that an investigation is warranted, he or 

she shall appoint an Investigative Committee comprising of three individuals, at 

least one of whom will be external with no current affiliation with the University. 

The members of the Investigative Committee must be without conflict of interest, 

whether real or apparent, and must include members who have the necessary 

expertise. 

ii. The mandate of the Investigative Committee is to investigate the allegation and 

determine on a balance of probabilities whether misconduct has occurred and if so, 

its extent and severity, and the degree of intent on the part of the respondent. The 

determination is made by majority vote. 

iii. The Investigative Committee may investigate the allegation using any means it 

deems appropriate in the circumstances, subject to the principles of procedural 

fairness in the University context. Such means may include the following: 

a. Requesting written submissions from the respondent and any other parties with 

information that might be relevant to the allegations, including the party who 

made the allegation; 

b. Interviewing the respondent and any other parties with information that might 

be relevant to the allegations, including the party who made the allegation; 

c. Obtaining documents relevant to the allegation; 

d. Requesting audits of any relevant sponsored research accounts; and 

e. Consulting with other University offices or seeking impartial expert opinions 

and advice. 

iv. In all investigations, the respondents shall be informed of the allegation being 

made against them, and shall be given an opportunity to reply. 

v. At the outset of each investigation, the Investigative Committee shall inform the 

respondent of the process and timelines it intends to follow. 

vi. All members of the UDS Community shall cooperate fully and make available any 

documents requested by it. 

vii. The investigation shall normally be completed within three months of the IRB 

Administrator appointing an Investigative Committee to investigate an allegation. 
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Report of the Investigative Committee 

Upon completion of its investigation, the Investigative Committee will prepare a 

written report that includes the following information: 

i. The allegation; 

ii. A list of the parties who provided information and a summary of the information 

they provided; 

iii. A summary of the relevant documents and other material reviewed; 

iv. Findings of fact based on the information gathered during the investigation; 

v. A determination as to whether ethical misconduct occurred; 

vi. If ethical misconduct is found to have occurred, a determination as to its extent and 

severity, and the degree of intent on the part of the respondent; and 

vii. Recommendations on any remedial action to be taken and/or changes to University 

procedures or practices to avoid similar situations in the future. 

viii. Recommendations of the Investigative Committee under (vii) may include: 

a. Withdrawing any relevant articles, papers or other documents that have been 

submitted for publication but not yet published; 

b. Notifying publishers in which any relevant scholarly activity was published or 

reported; 

c. Notifying relevant outside funders; 

d. Ensuring that the units involved are informed of appropriate practices for 

promoting scholarly integrity; and 

e. Any other appropriate action to be taken, other than discipline. 

ix. The Investigative Committee will normally deliver its report to the IRB 

Administrator and to the respondent within one month of the completion of its 

investigation. 

x. Upon receipt of the report from the Investigative Committee, the IRB 

Administrator will normally send a copy of the report to the party who made the 

allegation. 

18.2.5. Recourse and Accountability 

i. If the Investigative Committee determines that ethical misconduct has not 

occurred, the IRB Administrator will make a final decision on whether any 

remedial action is necessary, and will communicate that decision in writing along 

with a copy of the report to the Vice-Chancellor and the respondent, and when 

appropriate to the one who made the allegation, and any relevant Deans, 

Administrators, or Department Heads. In such instances, reasonable effort shall be 

made by the IRB Administrator to protect or restore the reputation of the 

respondent as appropriate.  

ii. If the Investigative Committee determines that ethical misconduct has occurred, 

the IRB Administrator will forward the Investigative Committee’s report: 

a.  In the case of a faculty member or a librarian, to the relevant Dean(s) and 
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the  Vice-Chancellor. Taking into account the severity of the breach, the 

Dean(s) or the  Vice-Chancellor (consistent with the provisions of any 

relevant collective agreement) will normally consult with the IRB 

Administrator and then make a final decision as to what discipline or other 

action, if any, is appropriate, and will send a copy of the report and 

communicate that decision in writing to the faculty member or librarian, 

the Dean(s) (if the  Vice-Chancellor made the final decision) or the  Vice- 

Chancellor (if the Dean(s) made the final decision), and the IRB 

Administrator. 

b.  In the case of a staff member, to the relevant Administrator, Department 

Head, Dean, or appropriate IRB Administrator. Taking into account the 

severity of the breach, the Administrator, Department Head, Dean, or 

appropriate IRB Administrator (consistent with the provisions of any 

relevant collective agreement or terms and conditions of employment) will 

normally consult with the Chairperson and then make a final decision as to 

what discipline or other action, if any, is appropriate, and will send a copy 

of the report and communicate that decision in writing to the staff member, 

the Vice-Chancellor  and the IRB Administrator. 

c.  In the case of a postdoctoral fellow, to the relevant Department Head. 

Taking into account the severity of the breach, the Department Head will 

normally consult with the IRB Administrator and then make a final 

decision as to what discipline or other action, if any, is appropriate, and 

will send a copy of the report and communicate that decision in writing to 

the postdoctoral fellow, the postdoctoral fellow’s Dean, the Vice-

Chancellor, and the IRB Administrator. 

d.  In the case of a student, to the Vice-Chancellor. Taking into account the 

severity of the breach, the Vice Chancellor will normally consult with the 

IRB Administrator and then make a final decision as to what discipline or 

other action, if any, is appropriate, and will send a copy of the report and 

communicate that decision in writing to the student, the student’s Dean, 

and the IRB Administrator. 

iii. All final decisions under points (i) and (ii) will normally be made and 

communicated within one month of receipt of the Investigative Committee’s 

report. 

iv. If the Investigative Committee determines that ethical misconduct has occurred, 

the IRB Administrator may report the ethical misconduct to other parties as 

deemed appropriate, including relevant outside funders, publications in which the 

relevant scholarly activity was reported or to which it was submitted, or those UDS 

members affected by the ethical misconduct. 
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18.2.6. Appeal 

Any faculty, staff or student may appeal the decisions of the Investigative Committee 

through the IRB Secretariat. 

19. PROTOCOL VIOLATIONS/DEVIATIONS 

In research, an approved protocol is supposed to be strictly adhered to by the research team. 

Any breaches in the protocol could constitute a deviation or violation. Protocol deviation is 

an un-intended departure from the approved protocol. Violation on the other hand is the 

consistent variations in the approved protocol. In other words, violation is the multiple 

occurrences of deviations. 

19.1. Policy Statement 

Deviations or violations in the approved protocol must be reported to the UDS IRB 

indicating possible harm that could cause participants, and possible serious non-

compliance. 

19.2. Procedure 

i. The PI shall first identify and review the level of deviation or violation in the approved 

protocol 

ii. When a deviation or violation is identified, the PI must report to the IRB indicating 

the following: 

a. Give an overview of the deviation or violation and its cause 

b. Describe corrective action taken or proposed 

c.  Evaluate the likelihood of re-occurrence 

d. Indicate specific required changes to the protocol 

e. Indicate specific time-frame for the corrective actions to be taken 

iii. The IRB shall meet and undertake a thorough review of the deviation or violation 

iv. When the Board establishes that the deviation or violation could have an adverse effect 

on the participants’ safety, rights and welfare, the Board could make the following 

recommendations: 

a. Request for clarification on the deviations or violations from the PI 

b. Request the PI to submit a viable plan showing how the deviations are going 

to be corrected 

20. WITHDRAWAL OF UDS IRB CERTIFICATION 

The UDS IRB has the power to withdraw the certificate of an on-going research. The decision to 

withdraw an IRB approval of an on-going research must be taken on the basis of the risk it poses 

to current participants, and how the rights of current participants are handled. The decision to 

disapprove an on-going research must be accompanied with corrective measures, and a given time 

frame for implementing them. 
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20.1. Policy Statement 

The UDS IRB shall exercise the right to withdraw certification of an approved protocol of any 

active or on-going research when it has reason to believe that the research exercise exposes 

participants to undue risk. This is part of measures by the IRB to safeguard the dignity of research 

participants. When it becomes necessary to take such a decision, the researcher shall be given the 

opportunity to appear before the Board and give reasons why the Board should not withdraw 

certification of the research exercise. The decision to withdraw certification of an active research 

exercise can be reviewed by the Board. The UDS IRB also recognises the power of the researcher 

or sponsor of a research project to halt or suspend an on-going research, but such actions must be 

formally communicated to the Board. 

  

20.2. Procedure 

20.2.1. Withdrawal of Certification by UDS IRB 

a. The UDS IRB may withdraw certification for an on-going research exercise when 

information available to the Board at that material moment suggests that:  

i. The research is not conducted in accordance with the IRB-approved protocol 

or requirements; 

ii. There is evidence or incidence of unexpected serious harm to the research 

participants; 

iii. There are unanticipated problems that are posing risks to the research subjects 

or others involved;  

iv. There is falsification of study records or data; 

v. There is an incidence of failure to comply with prior conditions imposed by 

the UDS IRB, particularly when the Board grants approval with modifications;  

vi. There is incidence of a deliberate or repeated failure to obtain informed consent 

from research participants; 

vii. There is a deliberate failure to limit the administration of an approved 

investigational drug or device to only those under the supervision of the 

researcher; 

viii. There is incidence of a deliberate failure to adhere to conditions placed on the 

study by the UDS IRB, the sponsor, or the appropriate regulatory agencies; 

ix. There is a deliberate failure or refusal to obtain prior IRB review and approval 

of amendments or modifications to the research;  

x. There is a deliberate failure or refusal to maintain accurate study records or 

submit the required reports to the IRB. 

If the IRB withdraws certification of an on-going research, the Board shall send a letter of 

notification to the researcher explaining the reason(s) for the IRB’s decision. The letter 

shall also outline measures or processes that the researcher can follow in seeking review 

from the IRB. In the case of a review, the IRB will determine the conditions under which 
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suspension will be lifted. When those conditions are fully met, the IRB shall notify the 

researcher in writing its decision to lift the suspension. 

20.2.2. Suspension or Termination by the Sponsor or Researcher 

i. Based on an interim analysis or the inadequacy of materials, the sponsor or 

researcher of a study may suspend or terminate an on-going research. 

ii. The decision of the sponsor or researcher to suspend an on-going research must be 

immediately communicated to the IRB in a detailed report. 

iii. When a sponsor/researcher suspends an on-going approved research, the 

sponsor/researcher shall be required to contact the IRB to inform it about the 

resumption of the research. 

21. STUDENT RESEARCH 

As academic studies progress, students are increasingly required to acquire valuable research 

skills to match their technical knowledge. Both graduate and undergraduate students are to be 

conversant with the UDSIRB SOPS. 

21.1. Policy Statement 

Students shall follow the UDS Student Regulations and all other related University policies. 

UDS holds all researchers undertaking research projects responsible for upholding the 

research ethics. Unless otherwise stated this policy shall apply to all students.  

 

21.2. Procedure 

21.2.1. General 

i. Final year undergraduate students in UDS are expected to go through ethical 

procedures before they embark upon their field work; 

ii. They have to fill in the Ethical Review Form, which must be reviewed by the 

Faculty’s Research Ethics Committee. It is only when the Faculty’s Research 

Ethics Committee gives clearance through the Ethical Review Evaluation  that 

students may commence their field work; 

iii. In the field, students are expected to obtain the consent of their respondents before 

data collection. The Consent Form (see Appendix 12) shall explain the purpose of 

the research and how respondents’ anonymity and confidentiality will be 

guaranteed. The respondents must sign or thump print the Consent Form, as the 

case may be. The form should be returned to the Research Coordinator on the 

various campuses.  

 

21.2.2. Graduate Students Research 

a. Before UDS graduate research commences, it is the responsibility of the research 

lead (usually the Professor overseeing the project) to ensure that the project has 
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received ethical approval, and that all of the required documentation has been 

completed and correctly submitted.  

Refer to the UDS IRB guidelines and SOPs for ethical research appraisal process. 

All graduate students’ research proposals shall be reviewed by the appropriate 

Faculty Research Ethics Committee to determine whether they pose minimal, less 

than minimal or more than minimal risk to participants. 

22. USE OF BIOMEDICAL DEVICES AND SAMPLES 

The IRB strongly encourages PIs to contact IRB staff well in advance for advice and assistance 

in preparing protocol applications involving physiological or biomedical research.  

Research involving the collection of biological specimens, the use of physiological or 

biomedical devices, or other biomedical procedures with human participants requires 

additional considerations regarding participant protection, handling of genetic and hazardous 

biomaterial, use of biomaterials for future research, and other research-related activities. 

22.1. Policy statement 

The IRB review and approval of a research protocol involving biomedical or physiological 

procedures must be concurrent with any of the University’s medical oversight 

requirements 

22.2. Procedure 

22.2.1. Application Materials 

PIs should be aware that studies involving physiological or biomedical procedures 

may require additional documentation to assure adequate protection for human 

participants, such as: 

i. Written SOPs describing training of personnel, cleaning and sanitization of 

devices, steps for data/specimen collection and handling procedures; 

ii. Credentials, qualifications and/or experience of research personnel conducting 

procedures; 

iii. Information on devices being used in the research; and 

iv. Information about the laboratory facilities where research activities will take 

place. 

22.2.2. Evaluation of Research Procedures 

In evaluating the research procedures, the IRB may consult with other University 

offices that have responsibilities and expertise in related areas.  

 

IRB staff can assist investigators in identifying and contacting the appropriate individuals 

for consultation and advice in planning the research activities so that the IRB review and 

approval can occur without delay. Categories of research activities using physiological 
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and biomedical procedures and the factors that are important in IRB review:  

 

I. Use of existing human specimens/biological materials 

Examples 

a. Cadavers 

b. Serum from blood banks 

c. Residual tissue from surgical procedures (e.g., discarded tumour specimens) 

d. Placenta specimens 

The Factors in review: 

a. The biological safety issues in handling, shipping, storage and disposal of the 

materials 

b. Whether there are individual identifiers linked to the samples 

c. The types of analyses being conducted – to understand whether the research is 

likely to identify clinically significant findings or communicable diseases; 

d. Information about the origin of the specimens – to understand how they were 

obtained and/or if there could be limitations on their use; 

e. Location of the laboratory facilities – to determine if the space is suitable for the 

research procedures 

 

II. Use of minimally invasive procedures to collect physiological information or human 

specimens/biological materials. 

Examples 

a. Blood draw – heel stick, venepuncture 

b. Blood pressure measurements 

c. Bod Pod body composition measurements 

d. Body measurements (various) – skin fold, waist circumference, height, weight 

e. Swab cheeks  

f. Electro Encephalograms (EEGs) 

g. Faecal sample collection 

h. Hair sample collection 

i. Heart rate monitoring 

j. Urine sample collection (for screening or data collection) 

k. Ultrasound scans, etc. 

Factors in review 

a. General device safety information (e.g., manufacturer literature) if a device is 

being used 

 

III. Use of biomedical or physiological procedures that are ordinarily considered greater 

than minimal risk or invasive in nature. 

Research involving procedures that fall under this category will typically need a higher 
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level of safety and medical oversight. PIs must consult IRB and Occupational Medicine 

staff well in advance of submission for IRB review to assure procedures are properly 

evaluated and information needed for review is available. 

Examples 

b. Biopsies (fat or muscle tissue) 

c. Dual Energy X-ray Absorptiometry (DXA) scans 

d. Functional/Magnetic Resonance Imaging (fMRI/MRIs) 

e. Vaginal Ultrasound scans, etc 

 

For studies that involve increased potential risks such as DXA scans, biopsies, etc. – 

documentation of competency must be provided. In some cases, a certification of training 

or correspondence from a clinical setting (e.g., hospital, clinical research centre, etc.) 

indicating the number of years of recent and direct experience performing study-related 

procedures may be sufficient. In others, an onsite assessment of competence may be 

required, especially if the procedure being conducted is a non-standard procedure, for 

which no direct certification is available. 

23. INTERNET-BASED AND COMPUTERISED DEVICES 

Research involving the collection of data about people through social media and networking 

sites involves many of the same considerations as any other research with human participants: 

determining an appropriate and effective informed consent process; assuring that participation 

is voluntary; protecting privacy and confidentiality of individuals and the data collected; 

minimizing risks and maximizing benefits; and assuring equitable selection of participants. 

However, with the dynamic and evolving nature of norms and technologies in social media 

use, translating these principles into real practices can be challenging. 

23.1. Policy Statement 

This policy has to do with the use of internet and computerised devices for research. The 

advancement in Information, Communication, and Technology (ICT) is transforming 

almost every facet of life, including research involving human subjects. New media and 

technologies for social networking such as Facebook, Twitter, Email, WhatsApp and SMS 

continue to transform communication and informational practices. As a teaching and 

research university, UDS embraces the ICT revolution because of its high potential for 

enhancing the quality of teaching and research, both of which revolve on communication 

and information-sharing. However, as these social networking technologies continue to 

evolve in scope, relevance and applications, the ethical considerations they engender in 

research involving their usage also continue to evolve. 

23.2. Procedures 

These procedures vary by the data type and methodology used to collect data. 
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23.2.1. Computer- and Internet-based human participant survey research 

In determining the adequacy of certain survey programmes, data collection and 

storage methods, and informed consent procedures for the protection of human 

participants, the UDS IRB will assess whether proposed survey research is minimal 

risk or greater than minimal risk. In making this determination, the IRB shall consider 

whether the resulting data could pose a threat to an individual’s confidentiality. 

23.2.2. Accredited Online Survey Software/Service Provider 

Researchers may need to use a variety of software programmes and options to 

distribute and collect survey data over the Internet. These options fall within one of 

the following three broad categories: 

i. Commercial or third party survey creation and hosting services. In these cases, 

the researchers often enter into a contract with the vendor to provide some or 

all of the services related to the creation and management of the Internet 

surveys. 

ii. Surveys developed either internally or using a survey development software, 

and hosted on web servers managed by researchers or by UDS IT services. 

iii. Surveys that are conducted via email, because the nature of the transmission to 

and from respondents may carry additional risks to confidentiality. 

UDS IRB shall partner with the University’s Technology Information Security 

group, to develop a checklist for the assessment of such survey services. Based 

on this assessment the IRB will approve the software and service vendors to 

be used for Internet/computer-based survey. 

 

If the researcher proposes to use a service provider that is not IRB approved, she/he 

must submit to the IRB, as part of the Initial Approval Request, a completed 

assessment of the security, privacy and confidentiality practices of the service 

provider. The IRB will, in consultation with the appropriate experts in IT security, 

review the information provided to assess whether or not the service provider can 

be used for conduct of the survey. In addition, the IRB may decide to add the 

vendor to the approved list of vendors. 

23.2.3. Server Administration 

The server used for online surveys of greater than minimal risk must meet the 

following criteria: 

i. The server must be administered in accord with current best practices by a 

professionally trained person with expertise in computer and Internet 

security. 

ii. Access to the server must be limited to key project personnel and 

configured to minimize the possibility of external access to the server data. 

iii. The server must be subject to periodic vulnerability assessments to 
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determine that the server is configured and patched according to industry 

best practices. 

Responsibilities  

Data anonymity and confidentiality can be vulnerable when collected and stored 

via the Internet. Researchers planning to use online survey companies must 

acquaint themselves with the relevant laws.  

i. Risk to the University’s computer network  

Any activity which may expose parts of the University computer network to risk 

of infection or attack must be approved by ICT Directorate.  

ii. Solicited data  

Collection of data through the Internet needs to be carefully managed to avoid 

unnecessary risks to the reputations of the researcher and/or the University or to 

the quality of the research results.  

       iii. Bulk email  

Generally, mass e-mailing should be discouraged as it can be perceived as activity 

akin to “spamming”. Where questionnaires are to be distributed by e-mail, 

researchers should carefully target their subjects and requests permission from the 

subjects before the questionnaires are distributed. The precise nature of the study 

should be clearly explained in the initial contact and parameters such as expected 

time to complete the questionnaire/interview should be given. Where research 

supervisors are aware that several such exercises may be conducted, a register of 

participants should be maintained and used to ensure that no participants are being 

targeted too regularly or asked to participate to such an extent that they may 

consider the researchers to be a nuisance.  

iv. Newsgroups and Chartrooms 

Newsgroups and chartrooms should be considered a form of “bulk e-mail” with 

the added complication that it is not possible to identify all recipients or the 

originators of the messages posted on them. Furthermore, newsgroup users tend to 

form self-selecting groups with a bias toward particular interests or opinions. Data 

collected as a result of newsgroup usage is likely to be strongly biased as a result.  

 

v. Web-based questionnaires 

Broadcast invitations to participate in an unsecured web-based questionnaire can 

result in skewed results as for newsgroup participation. Furthermore, it is difficult 

to ensure that each respondent is only completing the questionnaire once. If web-

based questionnaires are to be used they should be constructed in such a way that 
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participants can only access the questionnaire after an appropriate invitation and 

can only complete it once. Provision of such a mechanism introduces issue of Data 

Protection in that the respondents may become individually identifiable. Care 

should be taken to dissociate identity verification mechanisms from gathered data 

unless it is essential to the study.  

 

vi. Observation 

In order to monitor illicit activity using electronic communications, the observer 

must be, albeit to a limited extent, a participant in the activity. That is to say that, 

at the very least, they are likely to be required to create a user identity which can 

be used to log in to the communications system under observation. 

 

 

vii. Use of a ‘user identity’ 

Because a user identity can be traceable, it is inappropriate for an observer's 

“main”, “personal” or “official” user identity (e.g. University issued e-mail 

address) to be used for this activity. Instead, a disposable identity should be created 

for the duration of the research.  

 

viii. Use of computer equipment  

Any computer equipment to be used for observation purposes should be dedicated 

to this task only, and only be accessible by the observer(s) in question. This avoids 

issues of accidental deposition of unwanted material on publicly accessible 

machines. Where the observer believes there is a possibility, no matter how slight, 

that they may encounter material which others would consider objectionable, steps 

must be taken to ensure that such material cannot be viewed by those not involved 

in the research.  

 

ix. Use of servers 

Any servers connected to the University network and visible to users outside the 

research team must be carefully managed and constructed to avoid enticement 

and/or encouragement to commit criminal acts or acts in violation of acceptable 

use policies and agreements. Information presented on web pages/file servers etc. 

must comply with appropriate legislation and be factually correct. It may be 

necessary to include information about the purposes for which the server is 

operating and provide further details of the research.  

 

x. Observation of criminal activity  

Where the research may require observation of obvious criminal activity (e.g. 

paedophile grooming, fraudulent auction sales etc.), risk assessment is essential. 
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Participation and/or authorisation by appropriate law-enforcement bodies may be 

required, as may psychological assessment of the observer. Observed activities 

which will cause termination of the study must be clearly defined and adhered to. 

Observers must not participate in, or encourage subjects to develop criminal 

activity in any way. Throughout the observation, an accurate contemporaneous log 

must be maintained. Appropriate rest periods should be scheduled. The observer 

must cease observation if he/she becomes concerned by any activity which has 

been observed.  

 

xi. Internet-originated references  

Use of Internet-originated references should be treated very carefully. It must be 

remembered that the Internet is a public medium and that anyone with access to 

the appropriate technology can publish anything they wish without it being 

subjected to independent verification. Before a reference is accepted as being 

appropriate for citation, the researcher should take steps to ascertain the reliability 

of the source material. For example, an online journal or online version of a print 

journal can usually be considered to be as good as a print journal only when its 

editorial and review policies are compatible with the usual standards expected of 

a reliable academic publication. Some community-built information sources may 

be considered unreliable because of the way in which any user of the service can 

amend any existing data, or contribute new data without independent review or 

verification 

23.2.4. Data Storage/Disposal 

i. Personal identifying information must be kept separate from the research data, and 

both sets of data should be stored in encrypted format. 

ii. It is recommended that data backups be stored in a safe location, such as a secure 

data room that is environmentally controlled and has limited access. Encryption of 

backup data is also recommended. 

iii. Competent data destruction services should be used to ensure that no data can be 

recovered from obsolete electronic media. 

23.2.5. Risk assessment of Online Surveys 

The IRB shall review each application and designate it as either minimal risk or 

greater than minimal risk. For online surveys, the sensitivity of the data being 

collected will be an additional factor in determining the risk level of the study. 

While all studies must be approved by the IRB before any research activities can 

be commenced, the requirements for these two designations of surveys differ in 

the types of survey management options allowed by the IRB. 

 

For studies that are no greater than minimal risk and do not involve the collection 
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of sensitive data, the IRB requires these minimum standards: 

If an IRB-approved vendor is used to conduct the survey, the researcher must, 

as part of completing the application to the IRB, include the following 

statement in the informed consent information given to the participant: “We 

anticipate that your participation in this survey presents no greater risk than 

everyday use of the Internet.”  

 

For all other online survey methods, the researcher must demonstrate, in their 

application to the IRB, that the following minimum standards are met: 

a. Use of a standard encryption technology such as Secure Sockets Layer (SSL). 

b. The server must be administered by a professionally trained person with 

expertise in computer and Internet security. 

c. A disclosure included in the informed consent information provided to the 

participant stating: “Please note that the survey(s) is/are being conducted with 

the help of [company name], a company not affiliated with UDS and with its 

own privacy and security policies that you can find at its website. We anticipate 

that your participation in this survey presents no greater risk than everyday 

use of the Internet.” 

 

For studies that present greater than minimal risk, the IRB requires the following: 

• That surveys are conducted using an UDS IRB-approved service provider. If 

another service provider is proposed, the researcher must state the procedure 

for ensuring security as stated  under the section on Server Administration 

For all surveys, the following statement must be added as part of the confidentiality 

statement in the informed consent information provided to the participant: “We 

anticipate that your participation in this survey presents no greater risk than 

everyday use of the Internet.” 

 

Depending on the risk level and the specific circumstances of the study, the IRB 

may elect to require researchers to provide an alternative means of filling out the 

survey; for example, allowing the participant to complete it and send it via postal 

mail to the researcher. In addition, the IRB may elect to require additional 

protections, such as certified digital signatures for informed consent, technical 

separation of identifiers and data, or a higher level of encryption. 

 

Recruiting Participants: 

i. Computer- and Internet-based procedures for advertising and recruiting potential 

study subjects (e.g., Internet advertising, email solicitation, banner advertisements) 

should follow the IRB guidelines for recruitment that apply to any traditional 

media, such as letters, telephone scripts, newspapers and bulletin boards. 
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ii. The text of the recruitment script, the context in which the recruitment takes place 

(e.g., posting a message on a newsgroup, mass emailing, and websites created for 

recruitment of participants) must be reviewed and approved by the IRB. 

iii. If researchers wish to recruit participants for which special protection is required 

by the UDS IRB (such as children, prisoners, UDS students or employees, etc.), 

they should refer to the IRB SOPs on those topics in designing the study. 

iv. The IRB may advise researchers to take steps to authenticate respondents, if 

appropriate to the study design. For example, investigators can provide each study 

participant (in person or by regular postal mail) with a Personal Identification 

Number (PIN) to be used for authentication in subsequent computer- and Internet-

based data collection. The PIN used must not be one that could be used by others 

to identify the individual (e.g. social security number, etc.) 

v. Depending on the nature of the research, the IRB may request that methods of 

incentives and/or compensation allow participants to receive remuneration either 

without revealing their identities or without connecting their identities to survey 

responses. For example: Using gift certificates from online retailers and displaying 

the unique certificate redemption number to respondents at the completion of a 

questionnaire. This allows participants to receive an incentive without revealing 

their identity. 

 

Informed Consent 

For Internet-/computer-based survey, there are special requirements for obtaining 

informed consent: 

i. Researchers should provide options for prospective participants to indicate their 

active consent to participate. 

ii. Researchers are required to include a confidentiality disclaimer in the consent 

document. 

iii. When conventional written informed consent will not be obtained, an Internet 

consent document should be written like a cover letter and should include all the 

elements of the regular signed consent document. The consent line should state, 

“By completing the survey you are agreeing to participate in the research.” For 

web-based surveys, a click-through button should be added. 

iv. If the IRB determines that documented consent is required (e.g., participants’ 

anonymity is not maintained and/or the study is greater than minimal risk) the 

consent form can be mailed or emailed to the participant who can then sign the 

form and return it via fax or postal mail. 

v. Some survey vendors and/or software packages provide a means to record whether 

a respondent has consented to participate before beginning the survey(s) (e.g., a 

date/time stamp feature). Researchers should consider the use of this functionality 

vi. For surveys sent to and returned by participants through email, researchers should 
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include an information sheet with consent information and inform participants that 

submitting the completed survey implies their consent. 

  

Skipping Portions of/Withdrawing from the Survey 

i. Unless completion of an entire survey is a requirement of participation, Internet-

based survey instruments should be formatted in a way that will allow participants 

to skip questions if they wish or provide a response such as “I choose not to 

answer.” 

ii. If completion of an entire survey is a requirement of participation, the consent 

document should clearly indicate this requirement and remind prospective 

participants that they may choose not to participate, or stop participation in the 

research at any time. 

iii. If the participant completes an anonymous survey and then submits it to the 

researcher, the researcher may not be able to extract/remove/delete their specific 

data from the database should the participant wish it withdrawn. The consent 

document should inform prospective participants of this limitation. 

Participation by minors 

i. Researchers are prohibited from collecting personal information from a child 

without posting notices about how the information will be used and without getting 

verifiable (likely written) parental permission. For minimal risk research, written 

permission may be obtained via postal mail or fax. If the research is more than 

minimal risk, parental permission should be obtained in a face-to-face meeting. 

ii. For research that excludes minor participants, the IRB may ask the researcher to 

describe the procedures to be employed to authenticate that the participants are 

adults. Some options are using Internet Monitoring Software or using Adult Check 

Systems can screen out minors. 

Data mining or passive information gathering  

This type of research involves no interaction or intervention with the individual about 

whom data is being collected (examples: public twitter feeds; public Facebook profiles or 

wall postings; information from public/open chat rooms, whether the data is collected 

through silent observation or from archives; etc.). If the individual or social media/network 

site has not placed any restrictions on access to information about himself/herself (e.g., 

information available on a public website, blog, twitter feed, chat room, etc.), the 

following best practices should be followed: 

i. The researcher should send a project description to the IRB Secretariat and seek a 

formal confirmation of non-human participant research status for the study. There 

is the believe that in most cases, this will not be considered human participant 

research, but caution is recommended before a researcher makes his/her own 

determination, because of the emerging ethical sensitivities in this area. 
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ii. The researcher should ensure that all the information on an individual is de-

identified and that research results are presented in aggregate. As a courtesy, it is 

recommended that individuals cannot be individually identified or that the 

information on the individuals be combined in such a manner that the identity of 

the group or individuals can be readily ascertained. In cases where the research 

requires that individuals be identified, researchers should explain the reasons in 

the IRB application for the IRB to make a decision on the impact to the risk/benefit 

of the study procedures to participants. 

iii. Note that the individuals on many of the public “blogs” use pseudonyms to conceal 

their identities. In general researchers should avoid eliciting information from 

other sources to establish the real identity of these individuals and must exercise 

caution to ensure that accidental revelation of their identity does not occur. 

iv. For research that involves collection of data that individuals may not realize is 

accessible (e.g., data left for Administrators that are accessible via use of a web 

crawler), investigators should regard data as private unless they can demonstrate 

that data is sufficiently de-identified. Otherwise, investigators should plan to 

submit an application to the IRB Secretariat and provide sufficient justification to 

access the data, describe whether use of it will pose any risks to individuals, and/or 

explain how privacy/confidentiality will be protected. 

v. If an individual has restricted access to the data in any way or the social 

media/network site has restrictive provisions in its terms of service, an expectation 

of privacy has been established and the investigator must seek IRB approval before 

conducting the research.  

Examples of such restrictions include: 

• If the researcher has to request or seek access from the individual or from the group 

that the individual belongs to; 

• If the researcher has to belong to, be invited to, or invite others to a particular 

“interest” or “friend” group, or; 

• If the researcher seeks access when “role playing” or recruits individuals who have 

the restricted access. 

vi. In the IRB application, the PI must include a description of consent procedures and 

how the consent will be documented. In general, passive consent (i.e., where a 

potential research subject is asked to opt out of being included in the research) is 

not acceptable when access to information has been restricted. 

Experimental research 

Examples of this type of research include manipulating the media environment as a 

stimulus intended to assess reactions or responses, game or role playing. This type of 

research involves interaction or intervention of the individuals’ environment; therefore, it 

is considered research with human participants. The researcher must submit an application 
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to the IRB Secretariat before conducting any research activities. 

“Deception” research  

This type of research involves interaction with or intervention in the individuals’ 

environment; therefore, it is considered research with human participants. The researcher 

must submit an application to the IRB Secretariat before conducting any research 

activities. Special considerations include the following:  

i. Individuals must be made aware that they are the subjects of an experiment. 

Totally blind deception experiments are not acceptable.  

ii. In most cases, individuals must agree to participate. It may be acceptable to not 

reveal the true purpose of the experiment at the outset. However, prompt and 

thorough debriefing is expected. To ensure that the research is not 

compromised, it may be necessary in some cases for the investigator to conduct 

debriefing after the entire data collection is completed rather than immediately 

after a subject finishes his/her direct participation. The researcher should 

clearly state this in the application and provide a justification. Since the 

participants’ consent for participating in the specific study was based on a 

deception, it is generally recommended that participants be given the 

opportunity to withdraw their data from the study. If this is not possible, the 

researcher should clearly articulate the reasons to the IRB in his/her 

application, the reasons.  

iii. Unless the study is aimed at children, researchers must ensure that they have 

implemented safeguards to prevent children from participating in deception 

studies. In most cases the IRB shall ask for these safeguards to be put in place. 

Social media as recruitment site 

This type of research involves interaction with or intervention in the individuals’ 

environment; therefore, it is considered research with human participants. The researcher 

must submit an application to the IRB Secretariat before conducting any research 

activities. Special considerations include the following:  

i. Consent for enrolment into the study should always be independent from the 

recruitment (e.g., before or as part of the survey process). It is generally not 

acceptable to seek consent from the individual only as part of the recruitment 

message. 

ii. Researchers must clarify that the data are collected only when the participant 

accesses the survey site. In other words, no opportunistic data can be collected. 

For example: If an investigator sends a link to individuals to access a survey 

or an application, he/she may not collect information about the person if they 

click on the link to access the consent/survey or application. If data is collected 

in this manner, it would qualify as deception research and require debriefing 

and the ability of the unsuspecting participant to withdraw their data. 
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iii. Researchers may not collect any information from any individual who declines 

to participate in the study. Exception: if the process for making an 

accept/decline decision is the subject of the study, the investigator must 

acknowledge the deception in a subsequent debriefing process and, when 

possible, allow the individual the opportunity to withdraw his/her response. 

iv. Researchers should ensure that recruitment of individuals using the social 

networking site meets the criteria for equitable selection of participants and 

that sample selection is justified. Researchers should also be aware that in a 

social media or other Internet based research settings, the respondent 

population may not be entirely under the researcher’s control, as the 

recruitment information can be forwarded or otherwise accessible to other 

individuals who may not be part of the intended participant pool. Researchers 

should, therefore, exercise caution to appropriately identify the target 

participant population as part of the survey process. 

v. Researchers must ensure safeguards are in place for screening children, 

prisoners and other vulnerable populations, unless these populations are the 

intended participants of their study. 

vi. Researchers may seek to get information not only about and from the 

individual specifically recruited for the study, but also about individuals 

connected to the recruited participant’s social network (e.g., his/her “friends”) 

by accessing the information that those individuals have made available to the 

recruited participant. In this circumstance the participant population now 

includes the “friends” who may need to be consented before data about them 

can be included in the study. Information made available by “friends” on the 

“wall” or another public place on the recruited participant’s social network 

may be considered to belong to the participant and can be included without the 

explicit consent of the “friend,” if the study itself is considered to be no more 

than minimal risk. Researchers must exercise caution to protect the identity of 

such participants and report results in aggregate as much as possible. 

vii. An opt-out type of consent may be possible. Participant informs friends that 

data posted on his/her site between certain dates will be available for research. 

Those not wanting their data included should inform him/her or refrain from 

posting. This waiver of consent should be obtained for no more than minimal 

risk studies. 

Use of mobile devices and other emerging technologies 

This type of research may involve the use of existing data and/or interaction with or 

intervention in the person’s environment. In either case, the guidance in the preceding 

descriptions will apply as appropriate to the research design. However, additional 

considerations apply to research that involves the collection of data via social media 

applications that are networked with mobile devices, or by installing applications on a 
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person’s mobile device to collect data: 

i. Researchers must not collect location information or other data that is not explicitly 

stated to the study participant in the consent form. 

ii. If the research involves installing a mobile application (app) on a person’s 

Smartphone or other device for the purposes of data collection, the researcher must 

describe how the app will be deactivated at the conclusion of the study. This should 

be done either by making the deactivation part of the study’s exit procedures, or 

by providing instructions to study participants on how to deactivate the app. 

Additionally, researchers should describe plans to ensure they do not continue to 

collect data once the study is complete, in case a participant does not effectively 

deactivate the app. 

iii. If the study involves the use of a mobile device provided by the researcher, the 

researcher should explain the confidentiality safeguards that are in place (e.g., how 

he/she shall ensure the data is under the research team’s control and that third 

parties do not have access to it), as appropriate to the study. 

23.2.6. Terms and conditions of use of the social networking site or software 

Researchers should be aware of any research related restrictions on the use of the 

social media/networking site through which they intend to conduct their research 

activities. UDS cannot take responsibility for ensuring that the terms and conditions 

for conducting research on such sites are met. Failure to ascertain and acquire 

appropriate permissions could result in consequences that may include sequestration 

or loss of the data collected, reputational harm to the researcher and the institution 

and in the worst case, legal action by the site manager or participants. 

Virtual identities 

Online identities (personas or avatars) and their corresponding character names 

established in online communities should be treated just like real persons. These personas 

and their reputations can usually be traced back to real individuals. If a researcher wishes 

to use names of internet personas or real names in publications, it is normally sufficient to 

consent the human controller or to recognize consent from the avatar as a proxy for the 

controller, although in some cases consenting both the virtual persona and the human 

controller may be more appropriate. 

Security of data and confidentiality 

Collecting data over the Internet can increase potential risks to confidentiality because of 

third party sites, the risk of third party interception when transmitting data across a 

network and the impossibility of ensuring that data is completely destroyed once the work 

is complete. Participants should be informed of these potential risks in the informed 

consent document. For example: 

i. “Although every reasonable effort has been taken, confidentiality during 

actual Internet communication procedures cannot be guaranteed.” 
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ii. “Your confidentiality will be kept to the degree permitted by the technology 

being used. No guarantees can be made regarding the interception of data sent 

via the Internet by any third parties.”  

iii. “Data may exist on backups or server logs beyond the timeframe of this 

research project.” 

24. PUBLICATION AND AUTHORSHIP 

Authorship of publications can be a sensitive issue and one that can often raise disputes 

amongst research teams. It is strongly recommended therefore that researchers discuss and 

agree on authorship as early as possible so as to avoid later disputes. It is also worth noting 

that the balance of contribution can alter over time, and so if this occurs researchers may find 

it beneficial to revisit authorship prior to publication. 

24.1. Policy Statement 

The UDS policy on publication and authorship is to ensure that publications are accurate 

and honest with regards to the outcome(s), the methods used and who conducted the 

research.  

24.2. Procedures 

i. All research publications shall contain appropriate references to the contributions 

made by all participants in the research. 

ii. Authors of any publication shall sign a declaration of authorship form where 

applicable. 

iii. Authorship in this Policy is defined to include substantial participation in the research 

from: 

a. Conception and design, data collection, analysis and interpretation of data, to  

b. Drafting the article and revising critically for important intellectual content. 

iv. A person who has not participated in conceiving, executing or interpreting at least part 

of the relevant research is not to be included as an author of a publication derived from 

that research. Participation in the acquisition of funding, or the collection of data does 

not justify authorship. General supervision of the research group is not sufficient for 

authorship. 

v. A situation where there is more than one co-author for a research output, one co-author 

shall be nominated by consensus as responsible or principal author for the whole 

research output, and shall take responsibility for the record keeping regarding the 

research output. 

vi. As a convention, individuals and organizations providing facilities, assisting in data 

collection or providing assistance of any kind to the research output shall be duly 

acknowledged. 

vii. All publications shall include the sources of financial support for the research unless 

otherwise stated. 
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viii. A researcher or student shall not submit same or similar research to more than one 

publishing house for publication consideration. 

ix. It is required that the researcher shall share all research findings with appropriate 

parties, unless major confidentiality issues arise and subject to the guidelines above or 

contractual provisions. When publishing research findings all reasonable steps shall 

be taken to ensure that published reports, statistics and public statements about 

research activities and performance are complete, accurate and unambiguous. 

x. The nature of financial support shall be acknowledged in all reports of research 

outcomes, both to acknowledge the support and to enable readers to make their own 

judgment over any influences the financial support may have had upon the direction 

of the research. 

xi. All researchers who have contributed to the development of results and dissemination 

shall be appropriately acknowledged. 

xii. Where research findings have commercial potential, consideration shall be given to 

appropriate forms of protection prior to publication. 

25. RESEARCH GOVERNANCE 

      The UDS is committed to enhancing the contribution research can make to its areas of  

        responsibility. Research is essential for protecting and improving health and well-being, as  

        well as for achieving modern, effective care services. At the same time, research can  

        sometimes involve an element of risk, because research can involve trying something new.  

         It is important that any risks are minimised and do not compromise the dignity, rights,  

         safety and well-being of the people who take part. Proper governance arrangements are  

         therefore essential to ensure that service users and the public can have confidence in, and   

         benefit from, high-quality, ethical research. 

25.1. Policy Statement 

 Where a research study does not require review by UDS IRB, review may be undertaken 

 by research ethics committees established by other universities or institutions. The 

 Ministry of Health/Ghana Health Services department of ethics sets out principles, 

 requirements and standards for the IRB that are compatible with those set out in 

 international jurisdictions. 

25.2. Procedure 

25.2.1. Policy Requirements for IRB Review 

 IRB review is required if a specific research project involves: 

i. Potential research participants identified from, or because of, their past or present use 

of the health services (including services provided under contract with the private or 

voluntary sectors), including participants recruited through these services as healthy 

controls; 
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ii. Potential research participants identified because of their status as relatives or carers 

of past or present users of these services; 

iii. Collection of tissue (i.e. any material consisting of or including human cells) or 

information from users of these services; or 

iv. Use of previously collected tissue or information from which individual past or present 

users of these services could be identified, either directly from that tissue or 

information, or from its combination with other tissue or information in, or likely to 

come into, the possession of someone to whom the tissue or information is made 

available, 

v. Health-related research involving prisoners, for which the Ghana Prison Service 

require review by an IRB as well as compliance with their own approval procedures; 

and 

vi. IRB may agree to consider applications in respect of activities preparatory to research 

(e.g. the establishment of research databases or tissue banks, or pre-trial advertising 

and screening for healthy volunteers) and research proposals which fall outside the 

normal scope described above, capacity permitting. When they do this, the principles, 

requirements and standards set out in this policy will apply.  

25.2.2. Legal requirements for IRB review 

  Irrespective of whether the research involves the health and social care services  

 for which the MOH/GHS are responsible, this policy applies where the law  

 requires review of research proposals involving: 

i. People who lack (or lose) the capacity to give informed consent to take part 

(or to keep taking part) in the research; 

ii. Processing of confidential patient information without consent where this 

would otherwise breach confidentiality; 

iii. Material consisting of or including human cells, which has been taken from 

the living or the deceased; 

iv. Patients who are cared for in private and voluntary sector nursing homes 

and/or residents of residential care homes; 

v. Exposure to ionising radiation; 

vi. Medical devices that are not certified by the Standards Authority or 

standard medical devices that have been modified or are being used for a 

new purpose; 

vii. Investigational medicinal products; 

viii. Practising midwives conducting a clinical trial; or 

ix. Protected information from the Human Fertilisation and Embryology 

Authority register. 

25.2.3. Exceptions or Exclusions 

i. The research involves withdrawing standard care; or 
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ii. The research involves NHIS patients or service users as research participants; or 

iii. The research is a social care research project funded by the Ministry of Health; or  

iv. There is a legal requirement for review by an IRB. 

v. The IRB is not expected to consider applications in respect of activities that are 

not research, for example clinical audit, service evaluation and public health 

surveillance.  

vi.  IRB is not expected to assume employers’ responsibilities or liabilities, or to act 

as a substitute for employers’ proper management of health and safety in the 

workplace.  

vii. Research involving staff of the University who are recruited by virtue of their 

professional role, does not require IRB review except where it would otherwise 

require IRB review under this Policy (for example, because there is a legal 

requirement for IRB review, or because the research also involves patients or 

service users as research participants). 

viii. Healthcare market research may be undertaken by professional market researchers 

on behalf of pharmaceutical or medical device companies. Where such research is 

conducted by professional market researchers in accordance with the Legal and 

Ethical Guidelines, it does not require IRB review except where otherwise required 

by law, e.g. if it requires approval under the Mental Capacity Act.  

ix. At the request of the sponsor, chief investigator or host organisation, the IRB may 

exceptionally review research excluded from the normal scope of review where it 

agrees that the proposal raises material ethical issues. The parties responsible for 

managing those issues remain liable for the assessment which informs that 

management. 

25.2.4. Role of UDS IRB 

i. The dignity, rights, safety and well-being of participants must be the primary 

consideration in any research proposal, as well as in IRB review. IRBs must be 

assured that there are proportionate safeguards to protect people taking part in 

research. 

ii. IRB also takes into account the interests and safety of the researchers, as well as 

the public interest in reliable evidence affecting health and social care, and enables 

ethical and worthwhile research of benefit to participants or to science and society. 

iii. The IRB is independent and impartial. Its opinion must be free, and must be seen 

to be free, from conflicts of interest. 

iv. Care providers, regulators, IRB’s appointing authorities and Ghana Health Service 

may not interfere in the deliberations or opinions of the IRB. The IRB plays no 

part in management decisions about the provision of care services or support for a 

research project. 

v. The protection of research participants and the enabling of ethical research are best 

served by co-operation and communication between all those who share 
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responsibility for the research. Except when it would compromise their 

independence, IRB should collaborate with regulators, actual and potential 

research participants, researchers, funders, sponsors, employers, organisations 

providing care and care professionals. 

vi. IRB review must be competent, timely and authoritative. The membership, 

ongoing training and performance management of the IRB, as well as the 

operational and administrative support it receives, must be arranged to maximise 

the quality, rigour and promptness of IRB review and the efficiency of its decision-

making processes. The IRB should give its opinion within sixty calendar days of 

receipt of a valid application. The sixty-day period excludes the time an applicant 

may take to supply additional information requested by the IRB. The IRB may 

make a request for additional information once only, which must be in writing. 

vii. The IRB must operate according to the law in the conduct of their business, for 

example by following due process and complying with its own standard operating 

procedures. 

viii. If IRB review is required, organisations providing care must ensure that the 

research they host has a favourable IRB opinion. Sponsors may not allow any 

research they are sponsoring to begin without a favourable IRB opinion. 

26. REPORTING TO REGULATORY AGENCIES/SPONSORS 

Although UDS IRB operates to safeguard the rights and dignity of research participants, it does 

so to complement other national and international agencies and regulatory bodies. Whiles 

researchers are required to adhere to the policies in this document, national laws and regulations 

supersede the provisions here where there are contradictions.  

26.1. Policy Statement 

It is the policy of the UDS IRB to comply with all applicable national and international 

regulations in the conduct of research studies and to communicate certain actions to 

entities that may have an interest in the status of the research being conducted. The IRB 

shall notify institutional officials, funding sources, regulatory agencies, as appropriate, 

once the IRB takes any of the following actions: 

i. Determines that an event represents an unanticipated problem involving risks to 

participants or others 

ii. Determines that non-compliance was serious or continuing 

iii. Suspends or terminates approval of research 

Allegations of research misconduct will be reported by the IRB Administrator to IRB 

Chairperson who shall coordinate the inquiry, investigation and hearing phases as needed. 

All investigations and reporting to appropriate officials shall be conducted according to 

the UDS Policy for Research Misconduct. 
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26.2. Procedures 

An IRB Administrator or designee prepares a letter that contains the following 

information: 

i. The nature of the event (unanticipated problem involving risks to participants or 

others, serious or continuing non-compliance, suspension or termination of 

approval of research); 

ii. Name of the institution conducting the research; 

iii. Title of the research project and/or grant proposal in which the problem occurred; 

iv. Name of the principal investigator on the protocol; 

v. Number of the research project assigned by the IRB and the number of any 

applicable government award(s) (grant, contract, or cooperative agreement); 

vi. A detailed description of the problem including the findings of the organization 

and the reasons for the IRB decision; 

vii. Corrective actions and/or sanctions the institution is taking or plans to take to 

address the problem (e.g., revise the protocol, suspend subject enrolment, 

terminate the research, revise the informed consent document, inform enrolled 

subjects, increase monitoring of subjects, etc.); 

viii. Plans, if any, to send a follow-up or final report by a specific date or when an 

investigation has been completed or a corrective action plan has been 

implemented. 

ix. For suspensions or terminations of IRB approval of FDA-regulated studies, the 

letter will also include: 

a. The name of the drug biological device 

b. The ID number; or the ID number/non-significant risk (NSR) status of the 

device 

c. The address(es) of the clinical investigator(s) 

d. The IRB Chairperson reviews the letter and modifies the letter as needed. 

e. The IRB Chairperson approves the letter. 

f. The IRB Administrator sends a copy of the report to the following as 

applicable: 

i. Principal investigator; 

ii. Sponsor, if the study is sponsored; 

iii. Chairperson or supervisor of  the principal investigator and/or offending 

investigator; 

iv. The IRB Administrator or designee can provide copies to others as deemed 

appropriate by the IRB chairperson. 

v. The IRB Administrator or designee will ensure that all steps of this Policy will be 

completed within 30 days of the initiating action. For more serious actions, the 

IRB Administrator or designee will expedite reporting. 
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Reporting to a regulatory agency is not required if the event occurred at a site that was not subject 

to the direct oversight of the organization, and the agency has been notified of the event by the 

investigator, sponsor, another organization, or other mechanisms. 

 

27. GLOSSARY 

For the purpose of this Policy the meaning of the under-listed terms as used in the document 

are explained below: 

1. Authorship: Authorship means the ownership or part ownership of a research product. 

2. Benefit: A favourable consequence arising from a study, for example the demonstration 

that a vaccine is effective in a randomized controlled trial or the identification of a 

workplace hazard in an observational study. 

3. Bioethics: A field of ethical enquiry that examines ethical issues and dilemmas arising 

from health, health care, and research involving humans. 

4. Blog: A website used as a journal; can be personal or professional in nature. 

5. Chatroom: An online locations where individuals can come together to have text-based 

chat discussions that occur in real time.  

6. Child Abuse and Neglect: In general, abuse includes the maltreatment of a child under 

the age of 18 by a parent, step-parent, guardian, foster parent, immediate family member, 

paramour of the natural parent, any individual residing in the same home, any person 

responsible for the child's welfare at the time of the alleged abuse, or any person who came 

to know the child through an official capacity or position of trust. Child abuse can be 

physical abuse, sexual abuse, and/or neglect. 

Physical abuse includes when a parent or a person responsible for the child’s welfare 

inflicts, causes to be inflicted, or allows to be inflicted a physical injury, by other than 

accidental means, which causes death, disfigurement, impairment of physical or emotional 

health, or loss of impairment of any bodily function; creates a substantial risk of physical 

injury; commits an act of torture; inflicts excessive corporal punishment; commits or 

allows to be committed female genital mutilation; causes the selling, transfer, distribution, 

or giving of illegal drugs to a child; or commits or allows to be committed involuntary 

servitude, involuntary sexual servitude of a minor, or human trafficking. 

Sexual abuse includes when a parent or a person responsible for the child’s welfare 

commits or allows to be committed any of the following: transmission of a sexual disease; 

sexual penetration; sexual molestation; sexual exploitation and/or places a minor at risk 

of sexual harm. 

Neglect includes when a parent or a person responsible for the child deprives or fails to 

provide the child with adequate food, clothing, shelter, needed medical care, or 

supervision. A child is also considered neglected if he or she is subjected to an 

environment which is injurious insofar as (i) the child’s environment creates a likelihood 

of harm to the child’s health, physical well-being, or welfare and (ii) the likely harm to the 
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child is the result of a blatant disregard of parent or caretaker responsibilities. 

7. Cloud: Distant storage or data management servers typically owned and operated by a 

third party.  

8. Compensation: That which is given in recompense, as an equivalent rendered, or 

remuneration. 

9. Confidentiality: Confidentiality means researchers will treat or keep sensitive 

information either obtained directly from respondents or indirectly from secondary 

documents secret and not told to or shared with other people. It also pertains to the 

treatment of information that an individual has disclosed in a relationship of trust, and with 

the expectation that it will not be divulged without permission to others in ways that are 

inconsistent with the understanding of the original disclosure.  

10. Conflict of interest: A situation in which the researcher or the proponent of research or a 

person or organisation in question has vested interest in the action that needs to be taken, 

in which the presence of the person or the judgment or the decision of the person has the 

tendency to influence the general decision or action in favour of the person in question. 

11. Consent form: An easily understandable written document that documents a potential 

participant’s consent to be involved in research which describes the rights of an enrolled 

research participant. This form should communicate the following in a clear and respectful 

manner: research time-frame; title of research; researchers involved; purpose of research; 

description of research; potential harms and benefits; treatment alternatives; statement of 

confidentiality; information and data to be collected; how long the data will be kept, how 

it will be stored and who can access it; any conflicts of interest; a statement of the 

participant’s right to withdraw from participation at any point; and declarative statement 

of understanding that the potential participant agrees to and signs. The consent form 

should be in a language that the potential participant understands. For potential 

participants with limited literacy, the verbal communication of the consent document 

details should be provided along with proper documentation of consent, if it be given. 

12. Contractual Research: Contractual research in this document means an agreement 

between a researcher or a research organisation and another organisation in which the 

researcher or the research organisation has been paid to conduct a research on behalf of 

the contracting organisation. In this case the research product is solely owned by the 

contracting organisation or jointly owned by the researcher and the contracting 

organisation depending on the arrangements of the agreement. 

13. Cookie: A text file placed on user’s computer by a website or web server. Often used to 

keep track of individuals as they navigate a site, and more broadly, the web. 

14. De-identification: De-identification means the removal and separation of any and all 

identifiers, or any other unique items of individually identifying information, from data 

and specimens. Investigators should pay special attention where items of information that 

may not be identifying in and of themselves are combined to create new data that could 

identify a research participant (e.g., person over 80 in zip code area 14850). 
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15. Encryption software: A piece of software that is used to obfuscate information to all of 

those who do not have the means to decrypt the information. 

16. Ethical guidelines: Guidance documents which assist with decisions relating to the 

responsibility to adhere to established and relevant standards of ethical principles and 

practice. 

17. Expedited review: Review of proposed research by the IRB Chairperson or a designated 

voting member or group of voting members rather than by the entire IRB. 

18. Harm: Anything that has negative effect on the welfare of research participants; the nature 

of the harm may be social, behavioural, psychological, physical, economic, legal, or 

reputational. 

19. Human subject: A living individual about whom an investigator (whether  

professional or student) conducting research obtains (1) Data through intervention or 

interaction with the individual, or (2) Identifiable private information. 

20. Identifiers-Identifiers include: Name; Address; Elements of dates related to an 

individual (e.g., birth date); Email address; Numbers, such as telephone, fax, social 

security, medical record, health insurance/health beneficiary, certificate or license 

numbers, vehicle, accounts (e.g., bank, credit card), device ID numbers, serial numbers, 

and any other unique identifying numbers, characteristics, or codes (e.g., Global 

Positioning System (GPS) readings); Web URLs; Internet protocol (IP) addresses; 

Biometric identifiers (e.g., voice, fingerprints); and Full-face photographs or 

comparable images (what is not applicable to Ghana?). 

21. Informed consent: Is a decision to participate in research, taken by a competent 

individual who has received the necessary information; who has adequately understood 

the information; and who, after considering the information, has arrived at a decision 

without having been subjected to coercion, undue influence or inducement, or 

intimidation. 

22. Interaction: Any communication or interpersonal contact between investigator  

and subject with any medium. 

23. Internet Protocol (IP) address: A numeric address assigned to every computer that 

connects to a network, or more commonly, the internet. 

24. Intervention: (1) Physical procedures by which data are gathered (for example, 

surveys, focus groups, experiments, venepuncture etc.) and (2) manipulations of the 

subject or the subject’s environment performed for research purposes. 

25. IRC: Internet Relay Chat, a protocol used for hosting and participating in chatrooms. 

26. Lurking: behaviour specific to online communities, wherein an individual remains silent, 

observes, and does not participate in the community. 

27. Member of the University Community: All University Personnel, University 

Volunteers, and University Contractors. 

28. Minimal Risk: means that the probability and magnitude of harm or discomfort 

anticipated in the research are not greater in and of themselves than those ordinarily 
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encountered in daily life or during the performance of routine physical or psychological 

examinations or tests.  

29. Minor: A person under the age of eighteen (18) 

30. Non-contractual Research: Non-contractual research is the direct opposite of contractual 

research. It means a research that is initiated and conducted by the researcher and the 

research product is owned by the researcher. 

31. Online persona: An online character or avatar used by an individual.  

32. Online survey: Any tool used to collect responses to survey questions via the internet. 

33. Personal data: Data that relate to a living person and contain personally identifying 

information. 

34. Principal investigator (PI): The main researcher overseeing or conducting the research 

process. 

35. Privacy:  Control over the extent, timing, and circumstances of sharing oneself 

(physically, behaviourally, or intellectually) with others. 

36. Private information: Information about behaviour that occurs in a context in which an 

individual can reasonably expect that observation or recording is not taking place, or 

information which an individual has provided for specific purposes and which the 

individual can reasonably expect will not be made public. This information may be clearly 

private (a medical record or personal diary), but may also include a person’s Face book 

profile that is set so only friends can see messages or photographs. In order for obtaining 

the information to constitute research involving human subjects, private information must 

be individually identifiable (i.e., the identity of the subject is or may readily be ascertained 

by the investigator or associated with the information). 

37. Publicly available:  The general public can obtain the data and they are readily available 

to anyone (without special permission or application) regardless of occupation, purpose, 

or affiliation. 

38. Quorum: A quorum is the minimum number of members that must be present to 

constitute a valid meeting where decisions can be taken concerning submissions put 

forward for ethical review. A meeting is quorate when a quorum is present. 

39. Researcher: A person who engages in the methodical and systematic investigation with 

the goal of contributing to new knowledge. 

40. Research Ethics: Research ethics means moral principles, standards or values that should 

guide researchers in the conduct of their professional research.  

41. Research Participants: Research participants means people directly involved in the 

research (researchers, research Assistants, data collectors, respondents etc) 

42. Research involving human participants: Any social science, biomedical, behavioural, 

or epidemiological activity that entails systematic collection or analysis of data with the 

intent to generate new knowledge in which human beings: (1) are exposed to 

manipulation, intervention, observation or other interaction with investigators, either 

directly or through alteration of their environment; or (2) become individually identifiable 
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through investigators’ collection, preparation or use of biological material or medical or 

other records. 

43. Research Personnel: All other individuals involved in the study, including the students, 

are considered research personnel. 

44. Research protocol: A document that provides the background, rationale, and objective(s) 

of a biomedical research project and describes its design, methodology, and organization, 

including ethical and statistical considerations. Some of these considerations may be 

provided in other documents referred to in the protocol. 

45. Revision: Requirement by the Research Ethics Committee to alter the protocol in some 

way prior to approval or additional review by the Committee. 

46. Risk: The probability that an event, favourable or adverse, will occur within a defined 

time interval. Although often contrasted to benefit (as in a “risk/benefit ratio”), the term 

“potential harm” is better for that context, leaving “risk” in its formal epidemiological 

sense to express the probability of a (typically adverse) event or outcome. 

47. Secure website:  A site that conforms to best current security practices, such as use of the 

Secure Hypertext Transfer Protocol (https), application of relevant patches, and sound 

auditing and certificate management. 

48. Social media/network services: Web and mobile device-based services that  

provide a collection of ways for users to interact, such as social networking sites, blogs, 

discussion groups, or other information sharing or communication services that support 

messaging, email, video, posting comments, etc. 

49. Sponsor: An individual, company, institution, or organization that takes responsibility for 

the initiation, management, and/or financing of research. 

50. Voluntary: (1) Performed or done of one’s own free will, impulse, or choice; not 

constrained, prompted, or suggested by another; (2) free of coercion, duress, or undue 

inducement. Used in the health and disability care and research contexts to refer to a 

consumer’s or participant’s decision to receive health or disability care or to participate 

(or continue to participate) in a research activity. 

51. Virtual community:  A group of individuals networked together through association with 

a virtual environment, homepage, or other Internet medium (e.g., Second Life). 

52. Vulnerable (research) participants: Vulnerable persons are those who are relatively (or 

absolutely) incapable of protecting their own interests. More formally, they may have 

insufficient power, intelligence, education, resources, strength, or other needed attributes 

to protect their own interests. Individuals whose willingness to volunteer in a research 

study may be unduly influenced by the expectation, whether justified or not, of benefits 

associated with participation, or of a retaliatory response from senior members of a 

hierarchy in case of refusal to participate may also be considered vulnerable. Examples 

are members of a group with a hierarchical structure, such as medical, pharmacy, dental 

and nursing students, subordinate hospital and laboratory personnel, employees of the 

pharmaceutical industry, members of the armed forces, and persons kept in detention. 
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Other vulnerable persons include patients with incurable diseases, people in nursing 

homes, unemployed or impoverished people, patients in emergency situations, ethnic 

minority groups, homeless people, nomads, refugees, minors, and those incapable of 

giving consent. This list may not be exhaustive as there may be circumstances in which 

other groups are considered vulnerable, women for example, in an orthodox patriarchal 

society. 

53. University Contractor: An individual retained by the University under contract to 

provide services and/or support for programmes and activities designed to include minors. 

54. University Personnel: Include but is not limited to all University faculty, staff, Post-

Doctoral, visiting scholars, national service persons and students in their capacity as 

student-employees.   

55. University Volunteer: An unremunerated individual who is authorized by a University 

department or unit to: a) perform civil, charitable, or humanitarian services related to the 

business of or in support of activities of the University designed to include minors, or b) 

gain personal or professional experience in specific endeavours. Volunteers perform 

services without a promise, expectation, or receipt of any compensation for services 

performed, including a promise of future employment. This definition does not include 

parents or guardians who are accompanying their child at a programme or activity and 

who may provide incidental service for the programme or activity. 
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