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PURPOSE OF THIS DOCUMENT
The purpose of the Faculty of Health Sciences Institutional Review Board (FHS IRB) Standard Operating Procedures (SOPs) is to provide direction to members of the IRB and the IRB staff in carrying out duties assigned to the IRB, and to provide a “best practices” reference guide.  These SOPs are considered to be a “living document” that will be updated or reviewed annually or more often as changes in statutes, regulation, guidance, practice or policy occur. Furthermore, the SOPs and their accompanying checklists and forms is to simplify the organization and documentation of operation, whilst maintaining high standard of performance. They facilitate and support ethical review by improving the standard and uniformity of the decision-making and assure and gain the confidence of the public.
SOP No. 1: INTRODUCTION AND RESPONSIBILITIES OF THE IRB
The Faculty of Health Sciences recognizes its role as a leader in health research at the University of Buea, Cameroon hereby appoints an Institutional Review Board (IRB) with the mandate to oversee the safety, dignity, rights and welfare of human participants in research. In the absence of a national ethics framework, the IRB shall function in accordance with the basic ethical principles that ensure the respect for persons/ autonomy, beneficence, non-maleficence and justice.

1.1. Guiding Principles

The fundamental ethical principles are outlined in the Belmont Report and the CIOMS guidelines. They provide a framework for ethical decision-making in research involving human subjects. The three principles are: Respect for persons, Beneficence and Justice.
1.1.1. Respect for persons
Respect for persons highlights the individual as an autonomous being, capable of making individual choices and decisions. Respect for persons includes allowing the individual to have the freedom to make his/her decision voluntarily. For those individuals with diminished capabilities, such as children or those with mental disabilities, extra protection must be granted to protect the individuals from any risk of harm.

1.1.2 Beneficence
The principle refer to the concept of maximizing potential benefits to society and/or to research participants and minimizing anticipated risks for the research participants. Beneficence includes protecting the individual form any undue harm (non-maleficence). In this way, the risks involved in the research can only be justified by the expected benefits.

1.1.3 Justice
Justice emphasizes the need for treating participants of research fairly. This means there must be equity in research among various classes of society. For example, prisoners should not be unfairly excluded or included in research without ethical or scientific justification.

1.2. The Institutional Review Board
1.2.1. Definition of an Institutional Review Board
The European Medicines Agency ICH Guideline for Good Clinical Practice defines an IRB as: “An independent body constituted of medical, scientific, and non-scientific members, whose responsibility is to ensure the protection of the rights, safety and well-being of human subjects involved in a trial by, among other things, reviewing, approving, and providing continuing review of trial protocol and amendments and of the methods and material to be used in obtaining and documenting informed consent of the trial subjects.” According to the South African Good Clinical Practice guideline an IRB is defined as: “An independent review board constituted of a reasonable number of members, who collectively have the qualifications and experience to review and evaluate the science, health aspects and ethics of proposed research studies”.
1.2.2 Research Evaluation Policy

The IRB reviews all research that are connected to the Faculty of Health Sciences. No retrospective ethics approval can or will be granted. All personnel and pre- or postgraduate students affiliated to the Faculty of Health Sciences, University of Buea must apply to the IRB for the approval of their research proposals, before research may be undertaken.

1.2.3 Independence 
 The Faculty of Health Sciences IRB is an independently functioning body.  To ensure that the IRB is not pressured to approve or disapprove particular protocols, the following procedures shall be put in place:
i. The IRB’s membership shall include at least one person with no connection to the organization/ institution that sponsors or conducts the research under review 

ii. Researchers, sponsors, and funders may attend an IRB meeting to answer questions about     their research protocols and associated documents, but they will not be present when the IRB reaches decisions about their proposed research

iii. Senior decision-makers of the FHS, or of any organization that sponsors or conducts the research reviewed by the IRB (such as the Dean and Vice Dean of the faculty), will not serve as voting members of the IRB. While the Dean and Vice Dean may attend IRB meetings, they cannot vote on IRB decisions!
iv. The FHS shall ensure that IRB members are protected from retaliation based on positions taken with respect to IRB-related matters or review of research projects.

v. Both the FHS and the University of Buea are responsible for the financial support of the Board. 

vi. The IRB may also generate funds by evaluating contract research or research proposals that are conducted in terms of a grant for a fee as need arises. 
In this regards, the FHS shall provide the IRB with the following:

a. support staff adequate in number and training to enable the IRB to carry out its technical and administrative responsibilities 

b. adequate resources for the staff to fulfil its assigned functions, including office space and equipment and supplies (e.g., computers, stationery, telephones, photocopying machines, shredding machine) to conduct administrative business, to store committee files, and to keep documents secure and confidential

c. access to appropriate space for the committee to meet and adequate means for members to communicate as needed between meetings

d. adequate financial resources to permit the committee to produce high-quality work

e. if considered necessary by the FHS, resources necessary to compensate IRB members, unless they are already being compensated for their time and effort on the IRB through other means.

1.2.4 Composition 
1.2.4.1. Considerations for appointing members

Members of the board shall be appointed by the Dean of the Faculty of Health Sciences, in consultation with the Vice Dean, FHS and Heads of Departments of the FHS.
In the absence of country guidelines, the composition of the IRB shall fulfil the guidelines proposed by the WHO and other bodies as follows:

i. Members shall include individuals with scientific expertise, including expertise in behavioural or social sciences; health care providers; members who have expertise in legal matters and/or ethics; and lay people whose primary role is to share their insights about the communities from which participants are likely to be drawn.

ii. Laypersons and other members whose primary background is not in health research with human participants shall be appointed in sufficient numbers to ensure that they feel comfortable voicing their views. 

iii. In order to enhance independence, the IRB membership shall include members who are not affiliated with the FHS and organizations/ institutions that sponsor, fund, or conduct research reviewed by the board.

iv. The IRB membership shall be large enough to ensure that multiple perspectives are brought into the discussion.  To this end, the quorum requirements provide that at least five persons, including at least one lay and one non-affiliated member, are present to make decisions about the proposed research.
v. Members shall be selected in their personal capacities, based on their interest, ethical and/or scientific knowledge, and expertise, as well as on their commitment and willingness to volunteer the necessary time and effort for the IRB’s work.

vi. Members are appointed for a period of 3 years.
vii. Recommendation for gradual replacement of members shall be  the responsibility of the Board’s Chairperson

viii. Membership may be renewed for up to two consecutive terms while ensuring staggering

ix. Inclusion of religious representatives is a prerequisite.

x. Members will receive a formal letter of appointment.

xi. When a member resigns from the committee, the choice of a replacement takes into account the overall balance of the committee and specific expertise that is needed.

xii. The Faculty of Health Sciences shall provide legal protection in respect of liabilities that may arise when members are acting in good faith whilst performing their IRB activities.

1.2.4.2 Conditions of Appointment

i. Willingness to publicize their identity, name, profession and affiliation to the Board.

ii. Willingness to sign a confidentiality agreement at the start of the term and abide by the confidential agreement regarding meeting deliberations, applications, protocol submissions, information on research participants and related matters which they have had the privilege to have as a result of being members of the IRB. The confidentiality protects the privacy and confidentiality of all parties whose information may be disclosed to the Committee in the course of its work. Accordingly, before assuming their responsibilities on the Board, all members must collect, read, sign and submit a conflict of interest statement and confidentiality agreement (Form No. 1)
iii. Willingness to disclose in writing any interest or involvement – financial, professional, or otherwise – in a project or proposal under consideration.

iv. Any member who has any vested interest in a proposal submitted to the Board for review shall not participate in the deliberations on the protocol

1.2.4.3 Responsibilities of Members
Members’ responsibilities include:

i. Attending meetings on a regular basis and not leaving until meetings are adjourned.

ii. Maintaining strict confidentiality regarding protocol information, reviews and decisions and all matters discussed at committee meetings.

iii. Disclosing conflicting interests and where a conflict does exist with respect to a study, not reviewing the protocol or leaving the room during discussion of and voting on the protocol.

iv. Respecting each others’ views and the deliberative process.

v. Deciding independently if the design and conduct of proposed studies will protect participants’ safety, rights and welfare.

vi. Remaining impartial and objective when reviewing protocols.

vii. Serving as main reviewers for research in their areas of expertise.

viii. Serving as general reviewers of all research discussed at full committee meetings.

ix. Deciding by vote or consensus, whether to approve, require revisions, not approve or defer studies following deliberation at full committee meetings.

x. Performing expedited reviews of minimal risk research.

xi. Keeping up-to-date with national and international research ethics and regulatory guidance.

xii. Taking part in research ethics-related continuing education.

1.3 Independent Consultants

The IRB’s policies and procedures define the circumstances under which IRBs may call upon independent consultants to provide special expertise to the IRB on specific research protocols, populations, or topics.  An independent consultant is an expert who gives advice, comments and suggestion upon review of the study protocols with no affiliation to the institutes or investigators proposing the research protocols.
1.3.1 Conditions for Soliciting the Services of Consultants or Ad Hoc Reviewers

The IRB may use consultants or ad hoc reviewers where additional or specialised expertise is needed to review specific protocols. Consultants may be asked to review an individual protocol or attend a meeting to provide education on any issue of general interest. Consultants do not count as part of a quorum or vote. Use of consultants will be documented in the protocol file and the Minutes.

The committee or the Chair may invite consultants from inside or outside the Faculty of Health Sciences who have special expertise to act as consultants or ad hoc reviewers of human research. Reasons for seeking additional or special competence may include but are not limited to the need for:

i. Additional scientific, clinical or scholarly expertise.

ii. Particular knowledge about potentially vulnerable populations.

iii. Broader understanding of gender or cultural issues.

iv. Greater sensitivity to community perceptions.

v. A statistical opinion.

1.3.2 General Considerations for Consultants and Ad Hoc Reviewers
Consultants and ad hoc reviewers:

· Must have access to all documents submitted to the IRB relevant to the specific study under review.

· May take part in deliberations and may make recommendations concerning a study but they may not vote.

· Must affirm that they have no conflict of interest with respect to the specific studies they are invited to review.

· Must maintain strict confidentiality with respect to the specific protocol and the meeting’s proceedings.
· Must collect, read, sign and submit a conflict of interest statement and confidentiality agreement (Form No. 1)

· May provide information about a specific study by written report, attending the meeting, or both.

1.4 Observers and Guests

Observers and guests may attend a full Board meeting at the Chair’s discretion or invitation.  Guests and observers are individuals with an interest in research ethics and the review process and may or may not attend regularly.  Guests and observers:

i. Do not count as part of the quorum.

ii. Must maintain confidentiality with respect to protocols and proceedings during the meeting.

iii. May not observe the final discussion and vote for any protocols in which they have a potential or actual interest.

iv. Observers with a special interest or expertise in research ethics and who regularly attend board meetings will be invited to join the Board as members as vacancies arise.  Observers can also put themselves forward for nomination.  In this way, the Board will serve a capacity-building and mentorship role in research ethics more generally.  In turn, the Board will be able to appoint new members with experience of the review process and a demonstrated commitment to encouraging ethical research in the Faculty.

1.5 Ex-officio Members

Ex-officio member means an individual is an automatic Board member by virtue of the individual’s status. Ex officio members:

i. May take part in the Committee’s deliberations to provide information and expertise.

ii. May not vote on any Committee decision.

iii. Must comply with the Committee’s conflict of interest requirements.
iv. Must collect, read, sign and submit a conflict of interest statement and confidentiality agreement (Form No. 1)

Permanent ex-officio representatives on the IRB are the:

a. Dean of the Faculty of Health Sciences

b. Vice-dean of the Faculty of Health Sciences.

1.6 Resignation, Disqualification, Replacement of Members

i. Members may resign their position by submitting a letter of resignation to the Chairperson

ii. Members may also be disqualified from continuance should the appointing authority provide written arguments to the other members and there is unanimous agreement

iii. The Faculty of Health Sciences may also request for a replacement of any member under the following circumstances:

a. Protracted illness of a member for a period of more than 9 months, which does not permit him/her to participate in the deliberations of the Committee.

b. Persistent absenteeism of a member without reasonable cause for a period of nine months.

c. Voluntary withdrawal by a member.

1.7 Guidelines to which this IRB subscribes

The purpose of using guidelines is to ensure uniform standards for good clinical research. Thereby ensuring that proposed research is designed and conducted according to sound scientific and ethical standards.

In this regard, the Board subscribes to the following International Guidelines:

i. The Nuremberg Code (1946) (http://www.stanford.edu/group/psylawseminar/The%20Nuremburg%20Code.htm)
ii. The Helsinki Declaration (1964; 1975; 1983; 1989; 1996; 2000): Updated with notes of clarification dated Washington 2002; and Tokyo 2004. The newest update was in 2008. (http://www.wma.net/e/policy/b3.htm)

iii. The Belmont Report (1979) (http://ohsr.od.nih.gov/guidelines/belmont.html) 
iv. The Code of Federal Regulations of the USA (Title 45 Part 46) (http://ohsr.od.nih.gov/guidelines/45cfr46.html) 
v. The International Conference On Harmonisation - Good Clinical Practice (1997) (ICH-GCP) (http://ichgcp.org/)
vi. The World Health Organisation (WHO) Standards and Operational Guidance for Ethics Review of Health-Related Research with Human Participants (2011)
vii. Council for International Organisations of Medical Science (CIOMS) Guidelines (1982, updated in 2002) (http://www.cioms.ch/frame_guidelines_nov_2002.htm) 
1.8 Training 
The FHS in collaboration with other appropriate stakeholders will provide training on ethical related issues and the workings of the IRB to board members when they join the IRB and periodically during their service on the board.

The training provided to IRB members, either directly by the FHS or through cooperative arrangements with other RECs and/or organizations that provide education on research ethics, shall be focused on: 

i. the role and responsibilities of the IRB, and the IRB’s role vis-a-vis other relevant entities, according to relevant international guidelines (e.g., CIOMS International Ethical Guidelines for Biomedical research, CIOMS International Ethical Guidelines for Epidemiological research, ICH Good Clinical Practice (GCP) guidelines in the case of clinical trials), national laws, and institutional policies

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. basic aspects of research methodology and design (for members who lack such background)

v. the impact of different scientific designs and objectives on the ethics of a research study

vi. the various approaches for recognizing and resolving the tensions that can arise among different ethical considerations and modes of ethical reasoning

1.9 Transparency, accountability, and quality
To ensure transparency, accountability, and quality in the Board’s ethical review activities, the FHS will employ reliable means to evaluate whether the staff and members routinely follow the IRB’s policies, rules and written procedures, with special attention to whether the ethical considerations articulated in international guidelines are being considered and applied consistently and coherently.

i. Such evaluations shall be conducted at regular, pre-defined intervals, using a pre-defined format by knowledgeable and unbiased persons; internal assessments are supplemented periodically by independent external evaluations. 

ii. The FHS shall be committed to consider and, when appropriate, follow up on the findings and recommendations of the internal and external evaluations
iii. The results of the evaluation shall be a type that can aid the IRB in reviewing its practice and appraising performance (rather than apportioning blame) while also assuring the public that research is being reviewed according to established standards.

iv. Researchers, research participants, and other interested parties shall have a means of lodging complaints about the IRB; such complaints shall be reviewed by the Dean, FHS, and appropriate follow-up actions shall be taken.

v. Researchers shall have a means of discussing concerns with IRB members, both on general matters and in response to IRB decisions on particular research studies. 

vi. IRB decisions, excluding confidential information, shall be made publicly available, through mechanisms such as registries, and other appropriate channels.
SOP No. 2: EVALUATION OF RESEARCH PROPOSALS 

The Faculty of Health Sciences, IRB, University of Buea must satisfy themselves that all research proposals follow the Good Clinical Practice Guidelines. For the purpose of coherency all research protocol evaluations MUST be done using the Official Ethics Review Evaluation Form (Form No. 2).
2. 1 The Elements of the Research Proposal to be Reviewed
To enable the Board, to ensure the protection of the rights, safety and well-being of research participants, as well as that of their communities, the following elements of the research proposal are to be reviewed:

i. The prospective study population is appropriate in terms of characteristics and that vulnerable populations are protected - fair selection and inclusion / exclusion criteria must be used to ensure distributive justice;

ii. The design of the study is sound and thus scientifically acceptable (sample size, hypothesis and outcomes);

iii. The recruitment of subjects is free of coercion and the level of compensation (if any) is fair and non-coercive;

iv. Any risks associated with the research project are minimized to the greatest extent possible and the potential benefits are maximized to the greatest extent possible;

v. That there is a favourable risk-benefit ratio;

vi. The degree and method to which confidentiality will be assured are appropriate;

vii. The method used to obtain informed consent is ethically and legally acceptable (individual and community consent where applicable);

viii. The Informed Consent Document contains all the necessary elements: (An assent document for children older than 7 years is necessary);

ix. The investigator has the appropriate qualifications, experience and facilities to conduct the research in an ethical manner;

x. Post-study commitments are declared - the local standard of care must be discussed, where applicable; and

xi. That the dissemination of research results is discussed, eg publication
2. 2 Criteria for Review of Proposals
As articulated in more detail in international ethics guidelines and the research regulations of a number of jurisdictions, key criteria include, but are not limited, to the following: 

2.2.1 Scientific Design and Conduct of the Study 

Research is ethically acceptable only if it relies on valid scientific methods.  Research that is not scientifically valid exposes research participants or their communities to risks of harm without any possibility of benefit.  The IRB shall undertake a review to determine that the research methods are scientifically sound, and shall examine the ethical implications of the chosen research design or strategy.  The IRB shall also assess how the study will be conducted, the qualifications of the researcher(s), the adequacy of provisions made for monitoring and auditing, as well as the adequacy of the study site (e.g., availability of qualified staff and appropriate infrastructures).

2.2.2 Risks and Potential Benefits 

In ethically acceptable research, risks have to be minimized (both by preventing potential harms and minimizing their negative impacts should they occur) and should be reasonable in relation to the potential benefits of the study. The nature of the risks may differ according to the type of research to be conducted.  IRB members are aware that risks may occur in different dimensions (e.g. physical, social, financial, or psychological), all of which shall be considered in the review process. Further, harm may occur either at an individual level or at the family or population level. 

2.2.3 Selection of study population and recruitment of research participants 
Ethically acceptable research ensures that no group or class of persons bears more than its fair share of the burdens of participation in research. Similarly, no group should be deprived of its fair share of the benefits of research; these benefits include the direct benefits of participation (if any) as well as the new knowledge that the research is designed to yield.  Thus, in its review process the IRB shall consider whether the population that will bear the risks of participating in research is likely to benefit from the knowledge derived from the research.  In addition, the review process shall ensure that the recruitment strategies are balanced and objective in their description of the risks and potential benefits of participating in the research, the objectives of the research, and other relevant details.  

2.2.4 Inducements, financial benefits, and financial costs

It is considered ethically acceptable and appropriate to reimburse individuals for any costs associated with participation in research, including transportation, childcare, or lost wages.  The IRB also believes that it is ethically acceptable to compensate participants for their time.  However, the review process shall ensure that payments should not be so large, or free medical care or other forms of compensation so extensive, as to induce prospective participants to consent to participate in the research against their better judgment or to compromise their understanding of the research.  
2.2.5 Protection of Research Participants’ Privacy and Confidentiality
Invasions of privacy and breaches of confidentiality are disrespectful to participants and can lead to feelings of loss of control or embarrassment, as well as tangible harms such as social stigma, rejection by families or communities, or lost opportunities such as employment or housing.  The board shall therefore examine the precautions taken to safeguard participants’ privacy and confidentiality.  

2.2.6 Informed Consent Process 

The ethical foundation of informed consent is the principle of respect for persons.  Competent individuals are entitled to choose freely whether to participate in research, and to make decisions based on an adequate understanding of what the research entails.  Decisions for children or adults who lack the mental capacity to provide informed consent should be made by an authorized surrogate decision-maker. 

The IRB shall examine the process through which informed consent will occur, as well as the information that will be provided.  The board may waive the requirement of informed consent only when doing so is consistent with international ethics guidelines. 

While informed consent to research is important, the fact that a participant or surrogate may be willing to consent to research does not, in itself, mean that the research is ethically acceptable.

2.2.7 Community Considerations 

Research has impacts not only on the individuals who participate but also on the communities where research occurs and/or to whom findings can be linked.  Duties to respect and protect communities require examining and, as far as possible, minimizing any negative effects on communities such as stigma or draining of local capacity, and promoting, as relevant, positive effects on communities, including those related to health effects or capacity development. Researchers should actively engage with communities in decision making about the design and conduct of research (including the informed consent process), while being sensitive to and respecting the communities’ cultural, traditional and religious practices.  
SOP No. 3: DECISION MAKING PROCEDURE
Decisions on research protocols designated for review by the IRB shall be based on a thorough and inclusive process of discussion and deliberation.  Protocols involving no more than minimal risk and burden to research participants may be reviewed on an expedited basis by one or more members (rather than the full Board), if the IRB has established written procedures permitting such a procedure.
3.1 General Considerations

i. During meetings of the Board members shall engage in discussions to elicit all concerns and opinions related to the protocols and the associated documents under consideration.  The IRB’s discussions shall be respectful of all opinions and shall allow for varied beliefs to be aired.  The IRB Chair shall foster a respectful and inclusive tone and allow adequate time for deliberation, during which only IRB members participate and decisions are made only by those who were present during the entire discussion.  The Chair shall be responsible for the decision making process, in particular to determine when consensus is needed and to achieve it. Researchers, funders, or others directly associated with the protocol in question shall not be present during Board deliberations.   

ii. Board members recognize the limitations of their knowledge and shall seek external input when necessary, particularly in relation to research that involves persons whose life experiences may differ significantly from those of the IRB members.

iii. Decisions shall be arrived at through either a vote or consensus.  Consensus does not require that all IRB members support the decision, but that all members consider the decision at least acceptable and no member considers the decision unacceptable.  Generally, decisions shall be attained by consensus, although occasionally voting could be done. A pre-defined method that determines when votes will be taken and how many favourable votes will be needed for a proposed research to be approved shall be established by the Board. 

3.2 IRB Review System 
3.2.1 Primary Reviewer System

The IRB shall adopt the system of primary or main reviewers for initial reviews, continuing reviews, and reviews of amendments and adverse or unanticipated events. The Chair and/or Deputy selects two or three primary reviewers for reviews requiring full Board review based on members’ knowledge, experience or expertise. If a Board member or consultant believes that he or she cannot be a reviewer for any reason, including lack of expertise or a conflict of interest, the Chair or administrator/ secretary should be notified immediately. If no Board members have the required expertise, a consultant will be invited to perform the review. The Chair or designee serves as primary reviewer for research meeting the criteria for expedited review. Each Board member must receive sufficient information to be able to actively and constructively take part in the discussion of the protocol. 
3.2.2 Responsibilities of Primary Reviewers

Primary reviewers must:

i. Conduct an in-depth review of the research materials using review criteria outlined in this SOP.

ii. At reviewers’ discretion, contact investigators directly or via the administrator/ secretary to clarify issues identified during the review.

iii. Lead the discussion on the initial or ongoing reviews at full Board meetings.

iv. Submit a written report for presentation if unable to be present at the convened meeting.

v. At reviewers’ discretion, make ‘editing’ recommendations directly onto consent forms in legible handwriting.  Documents with suggested changes can be returned to investigators
vi. Make a decision for expedited reviews (approve, require revisions, send for full Board review).

3.2.3 Categories of Review

3.2.3.1 Expedited Review

An expedited review is a review process by only a few designated Board members who then report the decision to the full Board meeting. An expedited review is a speedy review for minor changes to the protocol and for research that pose minimal risk to participants.
3.2.3.1.1 General Considerations

This type of review depends on the level and type of risk involved. Expedited review is a valuable mechanism that allows the IRB to triage studies to an appropriate level of review. This means that the time and resources of full Board meetings can be concentrated on protecting participants facing the greatest levels of risk or discomfort. Criteria for approval by expedited review are the same as those of the full board and the expedited review should be as substantive and rigorous as that of a convened meeting.

The Chair or deputy has the final responsibility for determining which new protocols, continuing reviews and amendments are eligible for expedited review and has the authority to designate one or more experienced board members to perform an expedited review. No member with a conflict of interest may serve as a reviewer for any expedited item. A regular report of all research approved through an expedited procedure is distributed to members at the full board meeting.

3.2.3.1.2 Eligibility for Expedited Review

Types of research that may undergo expedited include:

i. Research classified as no greater than minimal risk, depending on the details of the study. 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 encountered in daily life or during the performance of routine physical or psychological examinations.

ii. Annual renewals of studies that initially qualified for expedited review or were determined to be minimal risk at a convened Board meeting, provided no serious adverse events or ethical problems have occurred.

iii. Amendments to previously approved research where changes to the study protocol or consent documents do not result in significantly increased risk to participants.

iv. When, in the Chair’s opinion, using an expedited procedure would be in the public interest.

v. Additional categories of minimal risk research as defined by a convened Board meeting.

3.2.3.2 Full Board Review

All research involving greater than minimal risk is reviewed at a full Board meeting where at least 50% of voting members are present, including at least one member whose primary concerns are non-scientific and at least one member who is not affiliated with the FHS.

3.2.3.2.1 Initial Reviews

For initial reviews requiring full board approval, the following materials are sent to the primary reviewers about four weeks before a scheduled meeting:

i. IRB application

ii. Full research protocol, including sponsor-generated protocol for commercial trials.

iii. Investigator’s brochure, if applicable.

iv. Informed consent and assent documents in English 

v. Recruitment materials such as advertisements, flyers, posters.

vi. Questionnaires, surveys, interview or focus group scripts and assessment tools or scales.

vii. Genetic addendum, if applicable.

viii. Letters of support or approval from off-site health or educational facilities.

ix. LANACOME approval or application, if applicable.

x. Principal investigator’s CV, if applicable.

xi. Budget summary

Each Board member receives, at a minimum, a synopsis or executive summary of the protocol, informed consent and assent documentation, copies of questionnaires, surveys, and recruitment materials. A copy of complete documentation for each protocol is available to all Board members on request prior to or during a meeting.

3.2.3.2.2 Duration of Approval

The IRB must conduct continuing review of research at intervals appropriate to the degree of risk, but not less than once a year.  
3.3 Appeals Procedure for IRB Decisions

Researchers have the right to appeal a decision of the Board. The request to appeal must be submitted to the chair of the Board via the secretariat/ secretary of the Board. The appeal must contain a clear motivation as to the reasons for the appeal. The documents must include an executive summary and motivation from a subject specialist other than the author of the protocol, stating clearly the reasons for appeal and why this protocol should be reconsidered. The chair will then approach outside consultants to evaluate the protocol and to furnish the Board with a report and a recommendation. The Board will then reconsider the entire protocol with new motivations at the meeting following the one at which the appeal was tabled. The decision of the Board after the Appeals Process shall be final.

SOP No. 4: IRB GOVERNANCE
The purpose of this SOP is to describe the administration, office bearers and their functions in the IRB. It therefore describes the Secretariat, functions of the Chairperson, Duty-Chairperson, Secretary/Administrator, the IRB, The Faculty of Health Sciences, Consultant reviewer and dissolution of the Committee.

4.1 Secretariat and Officers

i. The officers of the IRB shall comprise of the Chairperson, Duty-Chairperson and Secretary/Administrator.

ii. The Chairperson is appointed by the Dean of the Faculty of Health Sciences in consultation with the Vice-Dean among appointed members of the Board for each specific term, the Duty-Chair is elected from among appointed members of the Board for each specific term and the Secretary/Administrator shall always be an employee of IRB.

iii. The Chairperson and Duty-Chairperson shall be respected persons in the community, who have the qualifications of medical or social sciences, are concerned about human rights and ethical issues and are well informed in regulations relevant to the use of human participants in research.

iv. The Board shall have a permanent secretariat at the FHS, UB manned by the Board’s Secretary/Administrator

v. The Faculty of Health Sciences shall also provide the necessary funding for the operations of the Board.

4.2 Functions of the Secretariat

i. Organizing an effective and efficient tracking procedure for each proposal received.

ii. Prepare, maintain, and distribute study files.

iii. Organize Board meetings.

iv. Prepare and maintenance of meeting agenda and minutes.

v. Maintain the Board’s documentation and archive.

vi. Communicate with the Board members and applicants.

vii. Arrange for training for personnel and Board members.

viii. Organize the preparation, review, revision and distribution of SOPs and guidelines.

ix. Provide the necessary administrative support for the Board related activities to the Chairperson and Deputy-Chairperson of the Board e.g. communicating a decision to the applicant.

x. Providing updates on relevant and contemporary issues related to ethics in health research, as well as relevant contemporary literature to Board members.

4.3 Responsibilities of Secretary/Administrator

i. The Secretary/Administrator shall be responsible for the oversight of Board documents, records and archives.

ii. Perform a pre-review of each submission of the Board to ensure adherence to administrative submission requirements.
iii. Perform a pre-review of each submission to determine if it is within the IRBs competence, and determine if they should be exempt, scheduled for expedited review or scheduled for full review
iv. Undertake all administrative procedures in providing training and educational programs to new and continuing Board members, and the scientific community in the Faculty of Health Sciences and related programmes on issues related to health research ethics. The training shall include programs about the basic principles of human subject protection, current literature and regulations and guidelines affecting the Board and Faculty of Health Sciences.

v. Support the Chair and Deputy-chair in preparing and providing a statement of assurance when required by the regulations guiding the establishment of the IRB.

vi. Propose and disseminate for review templates for IRB submission documents, including research protocols, informed consent materials, agreements and periodic and final reports).

vii. Propose and maintain a system for collecting and filing all IRB documents (including meeting minutes, member qualifications, protocol submission versions, deviations from approved protocols, and periodic and final reports.

viii. Prepare and submit annual Board operational budget and plan to the Faculty of Health Sciences management in consultation with the Chair.

ix. Accept, verify, duplicate and distribute all submitted items to the appropriate members for Board review. Ensure that all required materials for submission are present and complete.

x. Create and distribute meeting agendas, and arrange meeting logistics in consultation with the chair.

xi. Attend Board meetings, take minutes during the meetings, and verify and distribute minutes in a timely manner.

xii. Correspond with all submitting researchers at all times throughout the submission and review process, while remaining independent of the researcher’s protocol operations. Advise submitting investigators on preparing and submitting protocols for review according to relevant SOPs.

xiii. Properly distribute and keep files of all correspondences.

xiv. Assist the Chair to conduct Committee meetings. Continually study and update staff about Board operational regulations.

xv. Be available for and attend any outside investigations or audits of the Board.

xvi. Comply with requests during an investigation or audit.

4.4 Chairperson

4.4.1 Selection
The Chair is appointed by the Dean of the Faculty of Health Sciences on the recommendation of the Vice-Dean for a three-year renewable term of office.

4.4.2 Qualities and Responsibilities

The Chair should:

i. Play a leadership role in developing and implementing sound Human Research Ethics Committee policies and procedures.

ii. Possess a comprehensive knowledge of national and international research ethics and regulation, institutional policies and relevant legislation.

iii. Have leadership and management skills to facilitate and direct discussion at convened meetings. This includes the ability to foster open and collegial discussion among all IRB members whilst maintaining focus on the issues at hand (i.e. enabling the systematic review of protocols).

iv. Have respect for committee members from diverse backgrounds, perspectives and sources of expertise, in particular the contributions of non-scientists.

v. Be able to function in a team, often under stressful circumstances.

vi. Be able to promote a culture of respect within the research community for the IRB process and for research ethics in general.

vii. Have the courage and confidence to uphold IRB judgements that may not be popular with investigators, the research community or University officials.

viii. Pursue continuing education in research ethics.

4.4.3 Responsibilities
The Chair’s responsibilities are to:

i. Conduct convened IRB meetings.

ii. Conduct expedited reviews or delegate this task to suitably qualified individuals who may or may not be Committee members.

iii. With the assistance of the Deputy, select reviewers with necessary expertise to perform initial and ongoing protocol reviews.

iv. Advise and consult with researchers on research ethics-related issues.

v. Prepare an annual report for the Dean summarizing the nature and volume of the IRB’s activities.

vi. Participate in non-compliance investigations.

vii. Contribute to the development of IRB policies and procedures.

viii. Serve as a liaison between the IRB, investigators, Dean and other relevant stakeholders.

ix. Ensure that the board receives appropriate and sufficient administrative support, meeting space and resources to function efficiently, and report deficiencies to the Dean of the Faculty of Health Sciences.

x. Assist the IRB administration to prepare the agenda before meetings, and to review the minutes after meetings.

xi. Review and sign letters to researchers conveying the Board’s decisions relating to their protocols.

xii. Consult with Chairs from other research ethics committees through-out the country in order to:

· Improve participants’ welfare and safety, particularly in multicentre trials.

· Develop and promote best practices in research ethics oversight.

4.5 Deputy-chairperson

4.5.1 Selection
The Deputy-chairperson is nominated and selected by members of the IRB for a three-year renewable term of office. Potential nominees must be voting members of the Committee.

4.5.2 Responsibilities
The deputy-chair’s responsibilities include:

i. Performing functions delegated by the Chair, including expedited review.

ii. General responsibilities which accompany committee membership.
SOP No. 5: COMMITTEE MEETING
This SOP describes procedure for scheduling meeting, distribution of agendas and meeting procedures.

5.1 Meeting Schedules

The IRB will convene quarterly to review applications. However, the IRB may be convened much earlier if there are many documents (above 3 applications) pending review or in emergency cases where the ethical clearance document is urgently needed to meet a grant application deadline requirement.
5.2 General Considerations 
i. A minimum of half the number of Board members including at least one member whose primary concerns is in non-scientific areas, one non-affiliated member and one medical scientist. If the protocol under review involves a target group of women, there must be a female member of the Board present to form a quorum.

ii. The Chair shall lead the meeting. In the absence of the Chairperson, the Deputy-Chairperson shall lead and shall be directed by the Chairperson prior to his/her departure.

iii. The Secretary shall notify all Board members of an upcoming meeting at least one week in advance or at a shorter notice in cases of emergency by at least one of the following means: electronic mail, telephone calls, and/or carrier mail/messenger delivery.

iv. The notification shall include a meeting agenda, which shall outline all protocol and related research submissions for consideration in the meeting, and shall include all related materials, including copies of protocols, informed consent materials, continuing and final reviews, safety reports, etc.

v. In the case where the Secretary is unsuccessful in routing the materials to Board members, the Secretary shall at least notify the member(s) of the non-occurrence of the meeting, and shall arrange for alternative means of material distribution. Whenever possible, the Secretary shall distribute the materials electronically.

vi. The Secretary shall notify all Board members of any changes in meeting time, date or agenda as soon as discovered.

vii. Board members shall keep an archive of all copies of meeting agenda and all other documents.

5.3 Meeting Procedure

i. The Chairperson or a delegated member of the Board shall call the meeting to order only when a quorum of members are present. If a quorum is not formed, the meeting shall be rescheduled.

ii. The Chairperson shall follow the agenda for the progress of the meeting. S/he may also choose to deviate from the agenda based on personal judgement. The meeting shall most likely follow the following order:

a. Adoption of provisional agenda

b. Confirmation of minutes of the previous meetings

c. Matters arising from previous minutes

d. Discussion of new agendas
e. Action items (voting on protocols, acceptance of serious adverse events, periodic and annual reports, and final reports)

f. Other matters

iii. If the meeting is to review a new submitted protocol, the principal investigator of that protocol may be invited when deliberating on the protocol to answer questions that shall be raised by the board but must go out when decisions are made on the protocol.

5.4 Preparation of the Minutes

The two main methods of documenting IRB activities are through the minutes of Board meetings and the maintenance of comprehensive records of protocols reviewed by the Board. Good minutes should allow readers not present at a meeting to determine exactly how and with what justification the Board reached its decisions. The minutes should also provide the Board with enough detail to reconstruct its decisions at a later date, if necessary, to protect itself and the institution. Additionally, comprehensive minutes show concern for participants’ rights, safety and well-being.

Draft minutes prepared by the Secretary/Administrator are reviewed by the Chair and Deputy. Prior to a convened meeting, a copy of the draft minutes is electronically circulated to Board members, including the Dean and Vice-Dean.  A call for corrections or comments is made at the convened meeting. If none is made, a motion to approve the minutes is made and voted on. After approval, the Secretary/Administrator files a hardcopy of the minutes in the IRB office.

Minutes must reflect the agenda of each meeting and must record the discussion and action taken on each agenda item. The minutes must include the following:

i. Meeting logistics: starting time, ending time, date and location.

ii. Review and approval of minutes from previous meeting.

iii. The minutes will identify all individuals attending the meeting: administrative staff, Board members, consultants, guests and observers, and researchers (if invited to present their protocol).

iv. The minutes will document when a member is recused from discussion and voting due to a conflict of interest. The minutes will also indicate whether prior to recusing him or herself the member remained in the room to provide information at the committee’s request.

v. For all protocols under review at the meeting, the minutes must reflect:

a. The IRB application number, principal investigator and study title.

b. Deliberations, actions and votes (if applicable) on each study undergoing initial or continuing review, and each amendment or revision requiring full-board review.

c. Actions taken : voting is recorded as follows:

· Approved

· Requires revision

· Not approved

· Deferred

d. If a protocol is approved conditionally (i.e. revisions are required before approval), the minutes must state whether the Board determines that the revisions and/or recommendations are to be reviewed by the Chair, a designee or by the full committee.

e. Reasons for specific decisions.

f. Duration of approval.

vi. The minutes will include a summary of the discussion of controversial issues and resolutions. Minutes shall be written impersonally and opinions expressed by members shall not be attributed to them.

vii. The minutes will include a summary of expedited approvals, and any other business relevant to the IRB meeting.

5.5 Quorum Requirements and Voting at Board Meetings

Except when an expedited procedure is used, the board must review initial and continuing studies at full-Board meetings at which a quorum is present.

5.5.1 Quorum and voting requirements:

i. A quorum must include at least 50% of members.

ii. Each member is entitled to one vote 

iii. The Chair and Deputy count towards the quorum.

iv. A quorum must be maintained for each vote.  If a quorum fails, further studies cannot be approved and must be held over until the next convened meeting.

v. Any member with a conflict of interest with respect to a specific study must leave the room during deliberations and decision-making relating to the study. This member may not vote on the study.

vi. Any person not listed on the official Board membership roster, may not vote.

vii. Voting by proxy is not allowed.

viii. Consultants, ad hoc reviewers and ex officio members may not vote.

ix. Generally, decision-making at full-board meetings is by consensus.  At the Chair’s discretion, voting may be decided by a show of hands.
5.5.2 Final IRB Decision following Review

The full-Board may:

i. Approve a study as submitted.  An investigator need not change any aspect of the protocol or consent forms.

ii. Require that conditions are met before a protocol is approved. When conditions are minor, i.e. they require simple agreement from the researcher, the Board may authorise the Chair or a designee to approve the researcher’s response to the terms via an expedited procedure. When, based on the magnitude and/or number of concerns, the Board may determine that the study requires substantive revision. The Board will decide whether the revisions must be submitted to a convened meeting, the main reviewer(s), the Chair or a designee for a decision to approve or require further changes. 

iii. Not approve a study in its present form.

iv. Defer a decision until the following meeting.  A protocol may be held over to the next convened meeting for one or more of the following reasons:

a. Lack of appropriate expertise at the meeting.

b. Insufficient information to conduct an adequate review.

c. Loss of a quorum.

d. Lack of time.

SOP No. 6: CONFLICTING INTEREST
6.1 General Considerations 
Any IRB member must disclose a conflicting interest to the Chair and leave the room during discussion of the study and the related decision, except if the member is providing information at the committee’s request. The meeting minutes will document the recusal. The definition of conflicting interest extends to consultants and ad hoc reviewers who are asked to review a study because of their expertise. This policy applies to all research reviewed by the Board, including initial and continuing reviews.

6.2 Definition of Conflicting Interest

A conflicting interest of an IRB member generally includes the following:

i. Participation in a study where the Board member is listed as an investigator or is a member of the research team.

ii. Supervision of a study where the Board member is the faculty supervisor.

iii. Financial interest where the IRB member holds significant equity or stock options, receives or expects to receive compensation with a value that may be affected by the outcome of the study, has an ownership interest (including patent, trademark or copyright interest) in the drug, product or technology that is the subject of the research, or receives a significant amount annually as a salary, consulting income or other compensation from the sponsor. (Note: the US Public Health Service threshold for a significant financial interest is $10 000 per year, equity interests over $10 000 or 5% ownership in a company).

iv. The Board member has a ‘personal relationship’ with the investigator.  This means the member has an immediate family relationship or other close relationship with the investigator (‘immediate’ family’ means the Board member’s spouse or domestic partner and dependent children and other family members/ friends).

v. The Board member has a fiduciary relationship to the sponsor.  This means the Board member serves as an executive to a company sponsoring the research or serves on the company’s board of directors.

vi. Other examples of conflicting interests include but are not limited to the following:

a. IRB member has an interest that he or she believes conflicts with the member’s ability to review a project objectively.

b. IRB member is in direct competition with the investigators for limited resources, funding, sponsorship or research participants, or the Board member is considered a personal or professional adversary of the investigators.  Since such situations may depend on the circumstances, the Board member should raise such a situation as soon as possible with the Chair. The standard used by the Chair is whether an independent observer could reasonably question whether the individual’s actions or decisions would be based on factors other than the rights, welfare and safety of participants.

c. Any other reason for which the Board member believes he or she has a conflicting interest with the research.

6.3 Handling Member’s Conflicting Interest

The procedure for handling a IRB member’s conflicting interest is as follows:

i. The IRB member with a conflict of interest should not accept the protocol for review and should return it for assignment to another reviewer.

ii. The Chair must ensure that a Board member who discloses a conflict of interest does not participate in the deliberative discussion or vote on the protocol and leaves the room.

iii. If Board members need information on the study from the member with a conflicting interest, then the member may remain in the meeting room during presentation of the study. The member must then leave the meeting room during the deliberative discussion and voting on the protocol.

iv. The Board member with a conflict of interest will not be counted as part of the quorum for the review of the study. If the quorum fails, the Board cannot take further action or vote on the study.

v. The name of the person leaving the room due to a conflicting interest will be recorded in the Minutes as recused

SOP No. 7: COMMUNICATING A DECISION AND ARCHIVING OF DOCUMENTS
7.1 Communicating Meeting Results to the Principal Investigator

The letter to the principal investigator must state clearly the Board’s decision, including any conditions that must be met before approval. Letters shall be educational and respectful. The administrator/ secretary is responsible for drafting letters, which are reviewed and signed by the Chair or Deputy before they are sent to the researchers. Wherever possible, letters are sent in the week following the committee meeting.

The following information is included in each letter:

i. IRB application number.

ii. Title of study.

iii. If commercially-sponsored, the version date of the protocol and consent forms.

iv. The Board’s decision: approved, revisions required, not approved, deferred.

v. Date of meeting.

vi. If approved, the duration of approval and date of re-review.

vii. If revisions are required, a list of conditions with reasons, and a statement that the study may not begin until the researcher receives formal notification of Board approval after review of the response to the revisions.

viii. If disapproved, the basis for the decision.

ix. If deferred, the reasons why the study has to held over until the next meeting.

Final approval letters provide an opportunity to remind investigators of ethical and regulatory requirements governing their research. These may include the following, depending on the nature of the study:

a. The study must be conducted in strict accordance with the protocol approved by the Board.

b. Changes to the protocol or its related consent documents must be approved by the Board before implementation.

c. Adverse events or unanticipated problems must be reported promptly to the Board.

d. Participants must receive a copy of the consent document, if appropriate.

e. The principal investigator is responsible for the ongoing conduct of the study.

f. Any future correspondence must include the protocol reference number, the study title and its most recent version.

7.2 Archiving of Documents

7.2.1 Institutional Review Board 

All documentation regarding protocols, Agendas and Minutes will be kept in the secretariat for 5 years after a protocol has been completed. Thereafter, all files will be stored at the Faculty’s Store for another 5 years.

7.2.2 Researcher’s duties

Investigators must also indicate where they will store their documentation for 10 years after their research protocol has been completed. Supervisors are responsible to store their student’s documentation.

SOP No. 8: SUBMITING AN APPLICATION FOR ETHICS CLEARANCE

8.1 General Considerations for Application Submission

i. Researchers must complete all forms by themselves, as by signing these forms, they take responsibility for all the information. 
ii. When submitting documents, the Principal Investigator is the sole responsible contact person. 
iii. No correspondence will be conducted with Pharmaceutical companies. 
iv. Communications will only be received from and directed to the Principal Investigator. 
v. The protocol and supporting documentation must be submitted by the researcher in person. 

vi. All applications must be submitted on the FHS IRB application form (Form No. 3)

When requested, it is the responsibility of the investigator to attend the meeting of the IRB at which his/her protocol is to be considered. If this is not possible, the PI should nominate a sub-investigator to attend the meeting. 
8.2 Completing the Application Form for Ethics Approval
The Application Form must be TYPED in capital and lower case. Handwritten forms are not acceptable. All forms to be handed in, must be completed in full and relevant signatures must be provided. Should this not be done, the evaluation process will not commence. 
8.3 Copies for submission: For each submission 4 sets of the protocol and relevant documents must be submitted, unless otherwise indicated on the IRB application checklist (Form No. 4). An electronic version must also be submitted.

8.4 Other documents to be submitted

All appendices must be stapled to the FHS IRB Application for Review Form and properly collated in each of the copies to be submitted.

The Checklist (Form 4) of the FHS IRB Application for ethical clearance clearly indicates the documents that need to be submitted. However, it is not only limited to these.

For all research:

i. Personalised Covering letter from the Investigator

ii. Completed Application Form for review of research protocol (4)
iii. Copies of the research protocol (4)
iv. Short summary of protocol (4)
v. Participant information and informed consent document(s) (4)
vi. Declaration of Storage of Research Data for at least 10 years 

vii. Updated Curriculum Vitae of Principal and Sub-investigator(s)
viii. Receipt confirming payment of review fees
Where applicable:

i. LANACOME  Approval

ii. Letter of Clearance from a Biostatistician (Form No. 5)
iii. Principal Investigator(s) Declaration for the storage of research data and/or documents

iv. Written approval or permission from regional public health authorities to conduct the study at a regional institution(s)
v. Written approval or permission on official letterhead from relevant institutes, managers, principals and/or directors to conduct the study

vi. Guardian consent form (for participants under the age of 21) (may be incorporated with assent form) (samples are available on request!)
vii. Minor assent form (for participants between the ages 7 to 20) (samples are available on request!)
viii. Data capturing sheet(s)

ix. Questionnaires/interview schedules

x. Insurance Certificate for research participants (for clinical trials)
xi. Material Transfer Agreement (samples are available on request!)
xii. Data Sharing Agreement (samples are available on request!)
xiii. Any other relevant document(s)

8.5 Format for Research Proposal

Research protocols to be submitted to the FHS IRB for ethics clearance should address the following (when appropriate): 
i. Short summary of the research 
ii. Literature study
iii. Hypothesis (if appropriate) 
iv. Objectives (primary / secondary) 
v. Methodology

a. Sample size and population; randomisation

b. Exclusion criteria / inclusion criteria

c. Procedures

d. Quality assurance Ethical aspects e.g. anonomysing of data and participants 
e. Statistical analysis to be done (if appropriate) (As declared by the Statistician – Form No. 5) 
vi. References
8.6 Format for Participant Information and Consent Document 
The following elements must be addressed (when appropriate) (samples are available on request!):
i. Layman Language (Class 6) (The first person address format must not be used. The person must be invited to take part.)

ii. State study involves research and be invited to partake

iii. Purpose of research

iv. Treatment groups / Randomisation group

v. All procedures to be described

vi. Benefits: Risk ratio

vii. Alternative procedures / treatments

viii. Voluntary and may refuse or withdraw

ix. Confidentiality guaranteed

x. Compensation for research related incidents

xi. Anticipated expenses

xii. Whom to contact for emergencies - PI and telephone numbers

xiii. Provision for Witness to sign 
8.7 Other Considerations

i. If children (younger than 21 years) are research participants, the parents or guardians must give written consent as per approved document. 
ii. Children older than 7 years must additionally give written Assent as per approved document. 
iii. Pages of the Participant Information and Consent Document must be numbered accordingly, ie, Page 1 of XXX, Page 2 of XXX, etc, to indicate that it is one document. 
iv. Questionnaires (when appropriate) must be attached to the Patient Information and Consent Document and pages must also be numbered.

v. In international collaborative research, the Principal Investigator must be Cameroon based

vi. A LANACOME/ Ministry of Public Health permission/authorization may be requested when: 

a. A trial is to be undertaken with drugs unregistered in Cameroon. 

b. A trial is to be undertaken with registered drugs, but used for a new indication. 

c. If both the drug and the indication are registered, the LANACOME/ Ministry of Public Health must still be informed of the trial and the trial must be approved. 

d. Trial on other products, eg, natural extracts/complimentary medication etc. for which a specific medicinal claim is sought.

vii. All clinical trials must be registered with the Ministry of Public Health and US Clinical Trial Registry (www.clinicaltrials.gov).

viii. In advance consent for potential Retrospective Studies/Audits, the IRB may consider waiving the need for individual Participant Informed Consent when consent was collected in advance. Note, however, that a protocol for the particular retrospective study that will be using that data for which consent was given in advance, must still be submitted to the IRB. In deciding then about that protocol, such in advance consent may be considered as justification for waiving the need for individual patient consent.

SOP No. 9: POST APPROVAL FOLLOW-UP
In order to ensure ongoing communication between the IRB and researchers, the following should be taken into consideration:

9.1 Protocol Amendments

i. An Application for Approval of Amendment form must to be completed (Form No. 6). Four Copies of the Amendment plus a protocol, into which this is incorporated, must be submitted to the IRB.

ii. Protocol Amendments cannot be implemented until the Board has reviewed and approved it.

iii. Amendments need to be specific and the altered version must be detailed and motivated fully by the Principal Investigator.

iv. In the case of minor modifications which do not have an impact on the safety or burden the subject/patient for participation in the study, or which only impact on administrative activities, the modification can be considered a simple notification, which does not require formal approval.

v. The chair and deputy-chair will review the proposed Amendment and it will then be discussed by the full-board at a convened meeting.
9.2 Adverse and Serious Adverse Events (SAE)
i. A Reporting of Serious Adverse Event form must to be completed (Form No. 7) by the Principal Investigator. On the form, it is important that the Principal Investigator interprets the SAE and comments as to how the IRB should construe it. The Board shall be guided solely by the content of this form. 
ii. One copy of the above form and SAE must be submitted. 
iii. The Deputy-Chair will review the SAE and it will then be noted at the full board’s meeting. 
iv. Line listings for Clinical Trials are usually submitted bi-annually. These listings will be considered a simple notification, which do not require formal approval. 
v. For Suspected Unexpected Serious Adverse Reactions (SUSAR Reports), Global Safety letters must be submitted to the IRB as a notification. Monthly to Six Monthly submissions are acceptable as indicated by many Pharmaceutical Company.

9.3 Progress and Final Reports, Premature Suspension/Termination and Completion of a Study
i. Bi-Annual Progress Reports must be submitted using FHS IRB ‘Project Update and           Closure Form’ (Form No. 8).  Due dates for submission are 1st June and 1st October of every year
ii. Upon premature suspension/termination of a study, the researcher must notify the Board in writing, accompanied by a summary of reasons for the suspension/ termination. 
iii. When a study is completed, the researcher must notify the Board using the ‘Project Update and Closure Form’ (Form No. 8).

9.4 Monitoring of Research 
The Board may from time to time monitor research sites. Should it be necessary an external auditor may be appointed to do an audit. Active monitoring becomes likely when research misconduct and/or complaints are received by the Board. Passive monitoring is done by evaluating Progress Reports and Annual Review applications.

SOP No. 10: REVISION OF SOPs
As highlighted at the beginning of this document, SOPs are ‘living documents’ that should be regularly reviewed to meets of the time. In that respect, if the Board wishes to revise or update the SOP:

a. It shall request an electronic copy of the document from the Secretary, or may request minor changes to be made directly by the Secretary.

b. The SOP shall be evaluated for accuracy and timeliness in an annual review and the Secretary shall alert the Board of an annual review requirement.

c. The Board, Secretary or an assigned reviewer shall ensure that the SOP reflects the most current outline of procedures. If the document does not need revision, the author shall return the document to the Secretary for recording and filing.
Standard Operating Procedures for FHS IRB-Version1-August 2011

