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Standard Operating Procedures for NH-REC 
(Version 2)
1.
Membership of the Committee 

1A. Appointment authority

The Director General of Health Services is responsible for authorizing appointments to the NH-REC

i. A consultative process of relevant organizations spelled out qualities of nominees for the first NH-REC. Each organization suggested names of prospective appointees. Appointees shall be mailed formal appointment letters from the DG of Health Services.
ii. At the formal inaugural session the members shall, by secret ballot, elect one amongst them to be the Chairperson of the NH-REC. The DG of Health Services and the RCU Team Leader shall supervise and administer the process of electing a Chairperson. 
iii. Candidates with a conflict of interest may not be appointed to the NH-REC. A conflict of interest is defined as owning a company that deals primarily in research.
1B. Terms of appointment

i. Tenure: Four years appointment with 50% of members appointed every two years to replace older members, and thus sustain institutional memory and code of practice.
ii. Appointments can be renewed for a second term.
iii. A member shall be disqualified from the appointment when a formal complaint has been lodged and substantiated by evidence pointing to gross personal misconduct that undermines the integrity and public trust of the NH-REC. The complaint has to be registered formally with the RCU, whose team leader shall bring the matter to the attention of the appointing authority. In collaboration with the NH-REC Chair (if the complaint does not point at the Chair) the appointing authority shall convene a hearing session where the complainant and the accused member shall be given a chance to present and defend the case respectively. When the verdict of guilty is held against the member he/she shall be issued with a letter of disqualification from membership. If the complaint is directed at the NH-REC Chair the appointing authority shall identify a senior public figure to sit in the hearing.
iv. A member of the NH-REC may tender a resignation from the Committee by giving three months advance written notice to the appointing authority after exhausting discussions with the Chair of the NH-REC. The appointing authority may summon the member who has tendered a resignation for further reflections if the authority deems this to be of merit. 
v. A replacement for a member who has either resigned or been disqualified shall be sought from the organization that nominated him/ her following a transparent consultative process. The replacement shall be effected within two months of the position falling vacant.
1C. Conditions of appointment

i. NH-REC members shall agree to publicize his/her full name, profession and affiliations

ii. Membership in the NH-REC is considered a voluntary activity. Therefore, no compensation will be provided for reading research proposals.

iii. A sitting allowance will be provided for members attending meetings according to the instructions from the Ministry of Health and Social Welfare (this does not apply to members who are employed by United Nations or international organizations). Information about such reimbursements is available on request.
iv. An appointed member shall sign a confidentiality agreement regarding meeting deliberations, applications, information on research participants, and related matters. Members will also sign an agreement that they commit to carrying out their duties on time and to attend at least 60% of the meetings in one year. 

v. Members who do not attend at least 60% of the review meetings except in exceptional cases as decided upon the NH-REC will be disqualified.

vi. Each NH-REC member shall undergo at least one basic training in research ethics within one year of appointment, and thereafter, should undergo continued ethics education at least once every two years. A copy of the certificate of completion of the research ethics training course should be kept on file by the RCU.
2. Committee governance
2 A. Selection procedures
Chairs and co-chairs are elected by secret ballot.
2 B. The requirements for holding the office 
i.   The NH-REC chairperson should be a highly respected individual from within or outside the institution
, fully capable of managing the NH-REC and the matters brought before it with fairness and impartiality. The NH-REC must be  perceived to be fair and impartial, immune from pressure either by the institution’s administration, the investigators whose protocols are brought before it, or other professional and non-professional sources. 
ii. The persons appointed as Chair and Vice-Chairs should have experience in the design and review of research involving human participants and knowledge of the relevant ethical standards. 
2 C. Terms of appointment

i. Dealing with MOH and the Committee

Appointment as Chair and Vice-Chairs should be for an initial term of two years, renewable for a maximum of two consecutive terms or for the duration of the membership. 
2 D. Duties and responsibilities

The Chair or Vice-Chair (if the Chair is absent) should:

· Preside at meetings of the Committee; 

· Sign, on behalf of the Committee, the review outcomes and recommendations on the proposals reviewed by the Committee; 

· Name the Members of any subcommittees or ad hoc committees; 

· Convey to the Director-General of Health Services of the MOH the Committee’s advice on matters related to the ethics of research involving human participants and to the activities and responsibilities of the Committee; 

· Approve the Annual Report on the work of the Committee and the Secretariat; 

· Work with and provide general direction to the Secretary of the Committee ("Secretary") regarding the operation of the Committee and the Secretariat; and 

· Recommend to the Director-General of Health Services of the MOH possible new Members, endeavoring to ensure appropriate balance of expertise, gender, geography and institutional involvement. 
ii. The Chair and the Co-Chairs, shall among themselves, develop a schedule of their availability, and inform the Secretariat accordingly. The Secretariat shall keep a roster of availability for the Chair and the Co-Chairs, and ensure that at any given time, only one person is designated to carry out the function of the Chair, and that this information is available to the entire Committee. 
iii. The Chair will hand over the responsibility of the office to the Co-Chair whenever proposals from the Chair are being reviewed or discussed, or if he/she has been involved in the development of a proposal. Similarly, the Co-Chairs shall not act as the Chair if their proposals are being reviewed or discussed or if he/she has been involved in the development of a proposal.
iv. The Chair and Co-Chairs shall meet periodically to discuss and resolve administrative  and policy issues related to Committee work. 
3.
Independent consultants

i. The RCU shall establish a standing list of, independent consultants who may provide special expertise to the NH-REC on proposed research protocols. A consultant not on the standing list may be invited on an as-needed basis by the Chair. These consultants may be specialists in ethical or legal aspects, specific diseases or methodologies, or they may be representatives of communities, patients, or special interest groups. The independent consultants list shall be scrutinized and approved by the NH-REC.
ii. When consulted on a research proposal, consultants may attend those portions of the meeting at which the proposal is being reviewed and participate in the discussion thereof or may be asked to submit written comments related to a proposal. These persons shall depart from the meeting before the Committee reaches its decision on the proposal. 
iii. Consultants shall receive a written terms of reference and sign a confidentiality agreement before attending a Committee meeting.
iv. No consultants with any conflict of interest with a particular proposal may comment on that proposal.
4. Submissions, documents required for review, review procedures and decision-making

4 A. Submission procedures

i. Submissions to the NH-REC are made to the Research Coordinating Unit (RCU) at the MOH
ii. It is preferable that the PI presents the protocol in person or through an agent to ensure that at the RCU the requisite registration and payment of due levy are accomplished.
iii. Core documents should be submitted in English. Any documents that will be administered in Sesotho (e.g. informed consent, data collection instruments, information to participants) should be submitted in English and Sesotho.
iv. Hard copies and soft copies of the protocol must be submitted as need for each stage of proposal review.  
v. Number of copies to be submitted

	Stage
	Category of Review

	
	Exempted
	Expedited Review
	Full Committee Review

	Initial screening
	1
	1
	1

	NH-IRB review
	0
	4
	8

	NH-REC review
	0
	4
	11


vi. Proposals should be submitted 4 weeks in advance of the review date.
vii. When proposals are received, the RCU will send a letter acknowledging receipt together with a proposal ID. If the application package is incomplete the missing documents will be noted. If the application is submitted on the last possible day for submission and documents are found to be missing, the applicant will have to re-submit the complete application for the following review date.

viii. A common position of the NH-REC shall be compiled and mailed (by RCU) to the PI not later than two weeks after the Committee’s working session.
ix. Three weeks after the NH-REC session a signed ethical clearance certificate shall be issued to the PI by the RCU, quoting relevant clearance minute decision of the NH-REC. The clearance certificate shall be signed by both the Chair and the DG.

x. For proposals that are not cleared and given feedback for modification, the deadline for PIs resubmission to RCU is three months from the date of issue of feedback.
xi. The proposals lost to follow-up 6 months after the date of submission are automatically de-registered and if they want clearance must be re-registered.
xii. The NH-REC shall strive to uphold the highest standard of integrity and impartiality in its deliberations and in dispensing research protocol clearance decisions. A NH-REC member shall not appropriate the submitted proposal for his or her own use; and NH-REC members shall not compel investigators to submit to unnecessary repetition of review.

xiii. Payment of a levy shall be required on all protocols unless they are exempted. Levels of fees shall be determined with due consideration to equity between categories (lower for students, medium for national researchers based in Lesotho, higher for externally owned protocols).
4 B. Documents required for review

i. Signed and dated submission letter including title of study, purpose of study, declaration of clearance by local IRB, expected research commencement and ending dates.
ii. The protocol for the proposed research project, clearly identified and dated, together with supporting documents and annexes

iii. Main narrative of the protocol following details laid out in the submission guidelines including the following ethical considerations: a description of the known benefits and risks or disadvantages for the subjects in the study, a description of the process that will be used to obtain and document informed consent, a detailed description of the recruitment process and strategies, a description of measures that will be taken to ensure the protection of participants’ privacy and the confidentiality of data, a statement describing any remuneration or other goods or services to be provided to study participants, including reimbursement of expenses and access to medical care (i.e. insurance arrangements). Procedures for informing participants (or representatives of the participants/community) about the results of the study.
iv. Exact description of the information to be delivered to the subjects of the study and when it will be communicated orally or in writing. Examples of this information include: the objectives and purposes of the study, any experimental procedures, any known short- or long-term risks, possible discomforts, expected benefits of the procedures used, duration of the studies, alternative methods for treatment if the study is a clinical trial, suspension of the study if a finding is made of negative effects or if there is sufficient evidence of positive effects that do not justify continuing with the study, and the freedom of subjects to withdraw from the study whenever they want.

v. Background information on previous research in the same area of work that justifies and/or supports the proposal 

vi. When the research involves an experimental product (such as a pharmaceutical or medical device under investigation), an adequate summary of all safety, pharmacological, pharmaceutical, and toxicological data available on the study product, together with a summary of clinical experience with the study product to date (e.g. NH-REC investigator’s brochure, published data, a summary of the product’s characteristics)

vii. A summary of the application and protocol in the format provided by the NH-REC secretariat.
viii. Current curricula vitae of the principle investigators 

ix. All data collection forms to be used in the research project, including but not limited to case report forms, diary cards, questionnaires, interview schedules, etc., clearly identified and dated

x. Informed consent form(s) (with date and version number) in languages understood and at a reading level appropriate for the potential research participants and when required, in other languages

xi. Disclosure of all previous decisions (including those leading to a negative decision or modified proposal) by other NH-RECs or regulatory authorities for the proposed study, whether in the same location or elsewhere, and indication of the reasons for previous negative decisions and modification(s) to the proposal made on that account

xii. A statement that the researcher(s) agree to comply with ethical principles set out in MOH guidelines. 
xiii. The responsibilities of the sponsor must be spelled out (if applicable).
xiv. Form for Material Transfer Agreement where relevant
4 C. Review procedures 

i. All new proposals for research involving human participants as well as all amendments shall, unless they are determined to be exempt from NH-REC review as provided in section 4C(iii) below, be subject to a review in accordance with the standards for review set forth in this section. Such review shall be in the form of an expedited review, if determined to be eligible as provided in section 4C(vi) below, or a review by the Committee as provided in section 4D below. 
ii. Initial determination of review status as exempt, expedited or full committee will be made by the Secretariat (RCU Head) and the REC Chairperson. 

iii. Categories of human subject research eligible for exemption:
a. It does not involve human participants according to the definition outlined in these Rules; 

b. The data (including health-care records and specimens) being studied already exist and are either publicly available or are recorded by the investigator in such a manner as to be unidentifiable by the investigator or any member of the research team; 

c. Public officials are interviewed in their official capacity on issues that are in the public domain; 

d. The data for the study are generated by observation of public behaviour; or 

e. The relevant activity is limited to public health surveillance or evaluation of health programmes carried out pursuant to statutory or regulatory requirements. 

iv. If the Secretariat (RCU Head) and the Chair both find that a proposal is exempt from review by the Committee in accordance with the criteria set forth in subparagraph 4C(ii) above, the research proposal shall be classified as "exempt from NH-REC review", an appropriate notation shall be made in the Register, and the PI shall be notified accordingly. Such notification shall include a brief explanation of the grounds for the exemption and a reminder that the Secretariat must be consulted in the event that material changes are made in the design or execution of the activity in question. 

v. If the Secretariat and Chair cannot agree whether a research proposal qualifies as exempt from review, the proposal shall be categorized as eligible for expedited review as provided in 4C(vi) below, and reviewed accordingly, and the PI shall be informed as per these Rules.
vi. Categories of human subject research eligible for expedited review:

a. it will expose research participants to no more than minimal risk i.e. the level of risk to which it will expose participants is no greater than that encountered by people involved in their normal daily activities, such as working at home, in an office, or on a farm, attending school, or undergoing a routine health examination. 

b. minor changes are planned in research that has been previously approved by the NH-REC and where proposed changes do not create more than minimal risks;

c. an additional research centre is to be added to a project previously approved on a multi-centre basis, such that NH-REC review is limited to ensuring that the necessary local review and approval has taken place. 
vii. If the Secretariat and the Chair determine that a proposal is eligible for expedited review in accordance with the criteria set forth in 4Cvi(a) above, the research proposal shall then be reviewed on its merits by two members of the NH-REC independently. The reviewers shall be identified by the Secretariat based upon relevant knowledge and availability to evaluate the proposal and such other criteria as may be determined by the Committee. 

viii. A proposal that is eligible for expedited review in accordance with the criteria set forth in 4c.vi (b and c) above may be reviewed by the Chair (or his/her designated member of the NH-REC) on behalf of the Committee. Following the review of a research proposal, the Chair shall provide an outcome of using either option Approved as is or Not approved, requires amendments. 

ix. Following the review of a research proposal, the two reviewers shall recommend an outcome Approved as is, Not approved, requires amendments ( requires additional information or re-writing). Alternatively, they may provide answers (xi) or (xii) below.
x. The recommendations of the two reviewers except in case of (xi) and (xii) below shall be discussed by the Secretariat with the Chair. Based on their recommendations, the Chair, on behalf of the Committee shall make a determination of the outcome of the review and the Secretariat shall communicate this decision to PI as a comprehensive summary assessment as per Section 5 below. The identity of the two reviewers shall not be divulged and the notification to the PI shall be done on behalf of the NH-REC. Such notification shall include a reminder that any material changes in the design or execution of the activity in question must be approved pursuant to these Procedures prior to implementation. 

xi. If either of the two reviewers, based on their review, determine that the proposal poses more than minimal risk to the research participants or that it involves participants who have diminished autonomy and/or who are not capable of giving informed consent, the Secretariat shall submit the proposal for a Committee Review at the next available meeting, as described in section 4D below, and notify the PI accordingly. Explicit justification for making that determination should be provided by the reviewer(s), in writing.
xii. If either of the two reviewers make a determination that the proposal is ethically unacceptable, and recommend that it be Rejected, the Secretariat shall submit the proposal for a Committee Review at the next available meeting, as described in section 4D below and notify PI accordingly. No proposal shall be Rejected based on an expedited review.
4 D. Full committee meetings

i. All proposals for research involving human participants that are neither determined to be exempt from NH-REC review, nor approved by expedited review in accordance with these Rules shall be subject to a review by the Committee at a convened meeting. 

ii. Research that involves persons with diminished autonomy and/or who are not capable of giving informed consent and those on health issues of political and cultural sensitivity must be submitted to the Full Committee Review and cannot be approved through an expedited review process. 

iii. The NH-REC will meet a minimum of three times per year in April, August and December. The exact dates should be announced in advance. Extraordinary NH-REC meetings can occur under extenuating circumstances. In such cases the requesting entity shall bear the costs for convening and running the session.
iv. The time frame for applicants/researchers to enquire for the progress of the review process is two months after the date of submission at the RCU. 

v. Two members of the Committee scheduled to be present at the meeting where a research proposal will be discussed shall be assigned by the Secretariat as “primary reviewers”. Such primary reviewers shall summarize the proposal at the Committee meeting and provide their opinions on relevant ethical considerations, including recommendations for action by the Committee. In the event a primary reviewer determines that additional material is needed for review, or that the presence of the PI at the NH-REC meeting would be desirable, he/she should promptly notify the Secretariat, who shall then attempt to obtain the needed information. 

vi. The selected Committee members will receive the proposal no later than two weeks before the scheduled Committee meeting. Members shall keep safe custody of the proposals in confidence until the time of the meeting.
vii. The RCU secretariat will take minutes of the meetings and send to the NH-REC Chair for comments not later than two days after the working session. NH-REC members shall be mailed copies of the commented minutes immediately after being seen by the Chair. Should there be member’s observations to rectify minutes, these shall be made known to the RCU with a copy to the Chair within a week after the session to avoid delays in communicating to PIs. After the rectification of minutes has been settled a final set of minutes is signed by the Chair, and copied to all members. The signed minutes shall be used as a base to extract the C-NH-REC decisions to be communicated to the PIs. 
viii. At each meeting of the Committee, the Secretariat shall provide the Committee with a summary report on the outcome of all research proposals since the previous meeting, as well as a summary report on all proposals which were determined to be eligible for expedited review or to be exempt from review. At that time, any Member may request a re-assessment of the proposals that were deemed to be exempt from review or eligible for expedited review 
4 E. Quorum requirements

A session shall be considered constituted when at least 40% of members are in attendance with at least three or more disciplines represented including a health researcher scientist, a human rights activist and a community interest representative. 

4 F. Deliberation and decision-making.

i. All Members present at the Committee meeting shall be familiar with each proposal and shall participate in the discussion and in the decision to be taken with respect to each proposal. 
ii. Following a discussion of a proposal, the Committee shall provide an outcome of the discussion using any one of the options provided under section 4F (viii) below. 
iii. The NH-REC reviewers shall determine that the following requirements are satisfied in the research protocol:
a. Risks to subjects are minimized by using sound procedures or already tested practiced and accepted procedures (especially in cases of diagnosis and treatment)

b. Risks to subjects in relation to the anticipated benefits are reasonable (consider only risks and benefits that may result from the research).

c. Equitable selection of subjects (consider special problems of research involving vulnerable populations)

d. There is clear elaboration of process to attain informed consent from each subject or their legally authorized agent and that the informed consent will be documented appropriately.

e. Provisions to protect privacy and maintain confidentiality of subjects are far as needed.

f. Be satisfied of safeguards against populations vulnerable to coercion (such as when all subjects are children, pregnant women, prisoners, handicapped or mentally challenged persons, the poor or educationally disadvantaged)

g. Plans to ensure safety of subjects at data collection are in evidence as deemed appropriate.

h. There is clear elaboration on how confidentiality of the collected data will be observed.

i. Indication of how the study will benefit the respondents/population of interest

iv. The Committee shall perform such review in a conscientious and expeditious manner and shall in each case determine whether to approve, request modifications, or disapprove the proposal. 

v. In reaching decisions about research proposals, Members must exercise their judgment in applying the applicable ethical standards for review to the facts of each case, including what they know about the circumstances and conditions under which the research will be conducted. 

vi. In the event of a conflict of interest, a committee member should not participate in reviewing a particular proposal in conflict. Every member of the Committee shall sign a form declaring no conflict of interest before reviewing any proposal; the duly filled and signed form shall be submitted at the working session together with the member’s comments. 
vii. A session shall be considered constituted when at least 40% of members are in attendance with at least three or more disciplines represented including a health researcher scientist, a human rights activist and a community interest representative. 
viii. The outcome of a review of a research proposal should be one of the following:

a. Approved as submitted: means that the proposal is approved and no modifications are required. 
b. Approved subject to changes; requires amendments and/or clarifications. This means that final approval is contingent upon an adequate response by the Principal Investigator, to the satisfaction of the reviewers or the Chair on behalf of the NH-REC. 
c. Not approved; requires additional information and/or rewriting. This means that the revised version of the proposal should be re-submitted by the PI as a new submission to the NH-REC for re-review by Committee. 
d. Rejected. This means that the proposal is ethically unacceptable, and may not be approved by the NH-REC. The Principal Investigator may submit a new proposal that takes into consideration the ethical issues raised by the Committee. 
ix. Except as otherwise provided in these Rules, decisions on review of proposals shall be taken by consensus. When consensus cannot be reached, the Chair may ask the Committee to vote, by a show of hands. In case of voting, decisions on review of proposal shall be taken by two-thirds majority of the Members present and voting. 
5 . Communicating a decision

5 A. Communication on the decision includes:

i. the exact title of the research project reviewed

ii. the clear identification of the protocol of proposed research or amendment, date and version number (if applicable) on which the decision is based

iii. the names and (where possible) specific identification numbers (version numbers/dates) of the documents reviewed, including the research participant information sheet/material and informed consent form

iv. the name and title of the applicant and/or sponsor

v. the name of the site(s)

vi. the date and place of the decision

vii. the name of the NH-REC making the decision.
viii. A clear statement of the decision reached:

1) In the case of an approval, 

i. any significant ethical issues that were discussed during the meeting, and the resolution of those issues

ii. the fact that approval is given only for the protocol and its associated documents as accepted by the NH-REC, with compliance expected

iii. the duration for which the approval is valid, and the procedures to be followed to renew the approval at the end of that period, if applicable.

iv. a statement of the responsibilities of the applicant; for example, 

· confirmation of the acceptance by the researchers of the requirements imposed by the NH-REC
· submission of progress report(s) at predefined intervals

· the need to seek further prior approval from the NH-REC in cases of protocol and/or it’s related documents amendments or deviations (other than logistical or administrative changes that may be made without permission of the NH-REC, as authorized by local law and NH-REC policies)

· the need to seek further prior approval from the NH-REC in the case of amendments to the recruitment material, the prospective research participant information, or the informed consent form

· the need to report to the NH-REC and/or other relevant authorities, all serious unexpected adverse events related to the conduct of the study or unanticipated problems involving risks of harm to the participants or others, as required by NH-REC policies and applicable laws

· the information the NH-REC would expect to receive in order to perform follow-up reviews

· the need to notify the NH-REC when a study is completed (i.e. when interactions with participants have concluded) or prematurely suspended/terminated, and to provide the NH-REC with a final report.

2) In the case of a conditional decision, any requirements by the NH-REC, including suggestions for revision and the procedure for having the application re-reviewed

3) In the case of a negative decision, clearly stated reasons related specifically to ethical considerations 

4) Advice or suggestions that are non-binding may be appended to the decision but should clearly be marked as advice separate from any stipulations or determinations of the NH-REC.

ix. Signature (dated) of the Chair (or other authorized person) of the NH-REC and the DG of Health Services of the MOH.
x. If a proposal is "rejected", the Chair shall provide an opportunity to the PI to appeal the decision in writing. When the Chair considers it is warranted on the basis of the information provided by the PI, she/he may decide to have the decision of rejection of that proposal reconsidered by the Committee at its next meeting. 
xi. A register of all decisions on submitted proposals kept by the RCU. 
6. Follow-up reviews and monitoring of proposed research

6 A. Continuing reviews
i. Ongoing projects must be reviewed annually, unless the Committee determines that a more frequent review is needed. This review shall occur even if, for administrative or other reasons, work on the project has been delayed, or no participants have been recruited. When the Committee determines that continuing review of an approved project should occur more frequently than once per year, or determines that continuing review should occur after the accrual of a specified number of participants, this decision should be communicated to the PI. 
ii. Assuming that no substantive changes have been made in the proposal or consent documents, a continuing review may be conducted as an expedited review. In this context, such an expedited review may be carried out by the Chair or his/her designee, on behalf of the Committee. 
iii. If any substantive changes have been made in the protocol or consent documents, the continuing review shall be conducted in the same manner as provided in section 4D.
iv. If the PI fails to adhere to the obligations to submit reports on the progress of approved projects provided in these Rules, the Committee shall – unless it considers circumstances warrant otherwise - withdraw its approval of the project. 
v. Should the process of review lead to a withdrawal of approval from a previously approved study, this determination shall be immediately communicated to the PI, who shall in turn convey it any other persons, funding agencies or other bodies with whom such reports must be filed pursuant to terms and conditions agreed by NH-REC. The PI shall promptly report back to the NH-REC concerning the date in which the enrolment of new participants was halted and the manner in which the research project is dealing with the follow up of previously enrolled participants. 
vi. In some cases, follow up with participants will be required even where a protocol is halted, in order to maximize safety of participants. This might be where it would be unsafe to discontinue an ongoing intervention, or where an alternate intervention must be provided in place of the one being tested, where serious test results must be provided, where additional safety monitoring is in the best interest of the participants, or to inform participants of the halting of the study. Any such follow up plans for an otherwise halted study must be described in detail to the NH-REC. 
vii. The procedure for follow-up review takes the following into consideration:

a) documents to be reviewed, including but not limited to: 

· progress reports, final report

· safety reports

· audit reports, independent of the researcher and the sponsor (e.g. institutional internal audits)

· experiences of the participants and potential participants (e.g. independent observation of the informed consent discussion, independent surveys of participants experiences)

· notification from the applicant with regard to suspension / premature termination or completion of the study

b) circumstances that will trigger follow-up reviews, in addition to those that are regularly scheduled, including the following: 

· any protocol amendment likely to affect the rights, safety, and/or well-being of the research participants or the conduct of the study

· serious unexpected adverse events related to the conduct of the study or study product

· any event or new information that might affect the potential benefits or risks of harm involved in the study

· decisions made by a data safety monitoring board (DSMB) or other monitoring or regulatory authorities to suspend a study in whole or in part

viii. a decision resulting from a follow up review should be issued and communicated to the applicant, indicating either that the original decision is still valid or that there has been a modification, suspension, or withdrawal of the NH-REC’s original decision.

6B. Continuing oversight

i. The Principal Investigators shall inform the NH-REC of any proposed changes to an approved research proposal prior to implementation of those changes.

(a) When the Secretariat receives a report of proposed changes to the previously approved protocol or consent documentation of a research project, a determination shall be made by the Chair and Secretariat in accordance with 4C(vi) whether the proposed changes should be subject to an expedited review or a review by the Committee in accordance with these Rules. 

(b) Pending the Committee's decision, which it shall endeavour to produce in a timely manner, the changes proposed for the research project shall not be instituted, with the exception of any modifications urgently needed to protect the well-being or important interests of participants already enrolled in the study.

ii. Any deaths as well as any serious adverse events or unexpected adverse events assessed as being related to the research that occur to participants during their participation in any approved research project, and all protocol violations shall be immediately reported by the Principal Investigator to the NH-REC. 
iii. A serious adverse event is an event that is associated with death, admission to hospital, prolongation of a hospital stay, persistent or significant disability or incapacity, or is otherwise life-threatening in connection with a clinical trial. Serious adverse events can also occur in the context of other types of research studies (including social sciences and behavioral studies) and include but are not limited to suicide, confidentiality breach with expected serious consequences, loss of employment, loss of insurance, severe emotional distress requiring treatment etc. 
iv. An unexpected adverse event is an adverse event that was not anticipated, and usually 
a. is not listed in the informed consent and/or research protocol 
b. has an increased severity from that which is described and expected 
c. Occurs at greater frequency than that which is described and expected 
v. An unexpected event should be classified as serious if it meets the definition of serious, otherwise it should be classified as non-serious. 
vi. The Chair or his/her designee (from the NH-REC) shall review all such reports and determine whether the information reported warrants re-review of the research project, with particular attention to the benefit-risk ratio, the adequacy of the steps taken to minimize risk, and the information provided to prospective participants; such determinations will be reported to the Committee at its next meeting. 
vii. If a decision to re-review the project is made, the Chair has the discretion to suspend approval and require that recruitment not be continued pending the re- review 
viii. If the Chair determines that such re-review should occur, it shall take place as soon as possible (including through a special Committee meeting, if required by the circumstances). 
ix. The results of the re-review will be promptly conveyed to the PI. 
6 C. Study closure

i. It is the duty of the PI to report when projects have been completed or discontinued and to submit a final report on the study to the Secretariat. A notation shall be made in the Register accordingly. 
ii. A project is eligible to be 'Closed' with the NH-REC when 
(a) all initial and follow up contacts with research participants have been completed; and 
(b) all study related activities have been completed. 
iii. If the Principal Investigator believes that both conditions 6Cii (a) and (b) above have been satisfied, then the ‘NH-REC Closure Form' should be completed and submitted to the Secretariat. When a signed letter from the Secretariat has been received by the Principal Investigator, the project can be considered “closed” and continuing reviews are no longer required. However, data analysis and report writing may continue after a study has been “closed” for purposes of NH-REC review. 
iv. The Principal Investigator may keep the data they collected, including identifiable data, for future, further analysis, if such proposal has already been approved by the NH-REC. The confidentiality of such data should be honoured as described in the research proposal. 
7. Documentation and archiving

7 A. Committee-related documents

Committee-related documents that should be filed and archived include, but are not limited to:

i. any documents formally establishing the NH-REC
ii. the NH-REC’s standard operating procedures

iii. the published guidelines for submission of documents to the NH-REC
iv. annual reports summarizing NH-REC activities; such reports will promote transparency and will help raise awareness of the NH-REC within its institution or jurisdiction, as well as serving as an ongoing reminder of the resources necessary to run the committee

v. curricula vitae of all NH-REC members

vi. Record of all income and expenses of the NH-REC, including allowances and reimbursements made to the secretariat and NH-REC members and for what purposes

vii. agendas of the NH-REC meetings

viii. minutes of the NH-REC meetings

ix. regulatory texts used by the NH-REC 

7 B. Project-related documents

i. All documents and materials related to the review of specific projects should be filed. Committee procedures should specify length of time documents must be archived—for example, with studies under ICH GCP (International Conference on Harmonization Guidelines for Clinical Practice), the documents are archived for a minimum period of 3 years following completion of the study. These include, but are not limited to:

a. one copy of all materials submitted by an applicant

b. any correspondence by the NH-REC with applicants or concerned parties regarding applications, decisions, and follow-up

c. a copy of initial and follow up decisions and any advice or requirements sent to an applicant

d. all written documentation received during the follow-up, including any advice or requirements sent to the applicant

e. the notification of the completion, premature suspension, or premature termination of a study

f. the final summary or final report of the study

ii. Any subsequent publications related to the study should be sent to the RCU.

Annex 1
Exemption Categories
DESCRIPTION OF CATEGORY 1:
Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as: (1) research on regular and special education instructional strategies; or (2) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
EXEMPTION CATEGORY ONE
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DESCRIPTION OF CATEGORY 2:
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, observation of public behavior, unless the information is obtained and recorded in such a manner that human subjects can be identified, directly or through identifiers linked to subjects; and any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial
standing, employability, or reputation. Research involving children cannot be approved under Category 2.
EXEMPTION CATEGORY TWO
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DESCRIPTION OF CATEGORY 3:
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, or observation of public behavior that is not exempt under category 2 (above) if the human subjects are elected or appointed public officials or candidates for public office; or federal statute(s) require without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.
EXEMPTION CATEGORY   THREE
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DESCRIPTION OF CATEGORY 4:
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 the subjects cannot be identified directly or through identifiers linked to the subjects.
EXEMPTION CATEGORY FOUR
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DESCRIPTION OF CATEGORY 5:
Research and demonstration projects which are conducted by or subject to the approval of [federal] department or Agency heads and which are designed to study, evaluate, or otherwise examine methods and procedures of public benefit or service programs.
EXEMPTION CATEGORY   FIVE
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DESCRIPTION OF CATEGORY 6:
Taste and food quality evaluation and consumer acceptance studies, if wholesome foods without additives are consumed, or a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or an agricultural, chemical, or environmental contaminant at or below the level found to be safe by the Food and Drug Administration, or approved by the Environmental Protection Agency or the U.S. Department of Agriculture.
EXEMPTION CATEGORY SIX
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NOTE:
If your research DOES NOT QUALIFY for exemption under ANY CATEGORY identified in these diagrams then it MUST BE SUBMITTED TO IRB for approval.
RESEARCH is defined as a systematic investigation designed to develop or contribute to generalizable knowledge (45 CFR 46.102.(d)).

Example: Professor X is teaching a course on research techniques. She asks each student in her class to interview five persons about their attitudes on abortion. Students are to keep no identifiers that could link answers to the subjects who are interviewed. A summary of answers is to be provided by each student to Professor X for evaluation. Because this information is gathered for a class assignment and is not intended to contribute to generalizable knowledge, the class activity does not meet the definition of research, and therefore need not be submitted to the IRB. However, if Professor X decides to aggregate all of the data received from student assignments, and to publish the results, then Professor X is planning research designed to contribute to generalizable knowledge. Her study must be submitted to the IRB. The IRB may find that the study qualifies for exemption because it contains no identifiers, but Professor X may not proceed with the study until the IRB has approved it.

HUMAN SUBJECT is defined as a living individual about whom a PI (whether a professional or a student) obtains data through intervention or interaction with the individual, or identifiable private information.

Example 1: Professor Y is doing research comparing leading causes of death in the inner city with leading causes of death in the suburbs. He searches the death certificates of all persons who died in the last five years in the City of White Plains and surrounding counties. This study does not meet the definition of research involving human subjects because the research subjects are all deceased. The study need not be submitted to the IRB. However, Professor Y may choose to submit the research to the IRB because the research (though not subject to federal regulations) may affect survivors of the deceased persons in the study.

Example 2: Professor Z wishes to gather data on blood units donated,  but not used

for transfusion by the New York State Blood Donor system. The New York State Blood Donor system removes all identifiers from the blood units prior to turning them over to

Professor Z for research. Because Professor Z cannot link the blood samples to identifiable living individuals, he is not conducting research involving human subjects. Professor Z need not submit his research to the IRB. See Exemption (4) below.

CATEGORIES THAT MAY QUALIFY FOR
IRB ADMINISTRATIVE (EXEMPT) REVIEW
1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as: (1) research on regular and special education instructional strategies; or (2) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 

2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, observation of public behavior, unless the information is obtained and recorded in such a manner that human subjects can be identified, directly or through identifiers linked to subjects; and any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation. 

3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, or observation of public behavior that is not exempt under category 2 (above) if the human subjects are elected or appointed public officials or candidates for public office; or federal statute(s) require without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter. 

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

5. Research and demonstration projects which are conducted by or subject to the approval of [federal] department or Agency heads and which are designed to study, evaluate, or otherwise examine methods and procedures of public benefit or service programs. 

6. Taste and food quality evaluation and consumer acceptance studies, if wholesome foods without additives are consumed, or a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or an agricultural, chemical, or environmental contaminant at or below the level found to be safe by the Food and Drug Administration, or approved by the Environmental Protection Agency or the U.S. Department of Agriculture. 

INSTITUTIONAL REVIEW BOARD (IRB):
Each institution that conducts research subject to Federal Regulations for the Protection of Human Subjects is required to establish a Board to review and approve research prior to its initiation and at appropriate intervals thereafter. A research study must be reviewed no less than once per year. The IRB’s primary obligation is to exercise oversight of research to protect the rights and the well-being of research subjects. The IRB is charged to: protect the autonomy of subjects; to minimize risks to subjects and maximize benefits to the subjects and/or to society as a whole; and to assure that the risks and benefits of research are equitably distributed across all segments of society. The IRB has additional responsibilities to protect vulnerable populations including human fetuses, prisoners, children, and the cognitively impaired. The IRB has responsibility to minimize physical, psychological or social risks to subjects, and to maximize benefits to the subjects and to society.
INTERVENTION OR INTERACTION WITH SUBJECTS:
Interaction includes interpersonal communication between investigators and subjects through surveys, interviews, administration of educational tests etc. Interventions include physical procedures (e.g. taking blood samples, spinal taps, or x-rays). Interventions also include manipulation of the environment in order to stimulate certain types of response behaviors.

PUBLICLY AVAILABLE:
Information is publicly available if it can legally be accessed by any adult member of society. For example: if the information can be found in a newspaper or magazine, in a public library, in publicly accessible data banks, in city directories or telephone books, on the internet (unless access is restricted), or in information published by federal agencies such as the Bureau of the Census or the National Center for Health Statistics. Information is not publicly available if access to it is restricted to certain individuals. Examples of information that is not public include: college registration records, education transcripts, medical records, personal files, individuals’ credit card debts, private correspondence, personnel files, etc. Please note that if information like credit card debt is not very secure, it is nevertheless not intended to be available to any member of the public.

LINKED TO A SUBJECT:
This phrase refers to any information that can identify a subject who participates in research. Information that can be directly linked to a subject includes: a person's 

name, address, social security number, medical record number, or e-mail address. An 

indirect link is information that can be combined with other sources of information such as file codes, birth dates, zip codes, height, weight, and physical characteristics. These Items of information can provide clues as to the identity of subjects. Indirect links might include: date of surgery, residence in a small town, (e.g. the subject is
identified as a student at Columbia who comes in Manville, WY.) Birth, graduation, and marriage dates, can often be combined with other data to identify a person. For example, if information is filed in a database that includes 30 persons, and 5 of 30 are African Americans, one of the five African Americans is a woman. Any reference to an African American woman in the study could be easily linked to the single African American woman in the study.

Annex 2

Code of Federal Regulations

Code of Federal Regulations
TITLE 45
PUBLIC WELFARE
DEPARTMENT OF HEALTH AND HUMAN SERVICES
PART 46
PROTECTION OF HUMAN SUBJECTS
§46.101 To what does this policy apply?
 (a) Except as provided in paragraph (b) of this section, this policy applies to all research involving human subjects conducted, supported or otherwise subject to regulation by any federal department or agency which takes appropriate administrative action to make the policy applicable to such research. This includes research conducted by federal civilian employees or military personnel, except that each department or agency head may adopt such procedural modifications as may be appropriate from an administrative standpoint. It also includes research conducted, supported, or otherwise subject to regulation by the federal government outside the United States.

 (1) Research that is conducted or supported by a federal department or agency, whether or not it is regulated as defined in §46.102, must comply with all sections of this policy.

 (2) Research that is neither conducted nor supported by a federal department or agency but is subject to regulation as defined in §46.102(e) must be reviewed and approved, in compliance with §46.101, §46.102, and §46.107 through §46.117 of this policy, by an institutional review board (IRB) that operates in accordance with the pertinent requirements of this policy.

 (b) Unless otherwise required by department or agency heads, research activities in which the only involvement of human subjects will be in one or more of the following categories are exempt from this policy:

 (1) Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

 (2) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:
(i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.

 (3) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if:
(i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

 (4) 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.

 (5) Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine:
(i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.

 (6) Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

 (c) Department or agency heads retain final judgment as to whether a particular activity is covered by this policy.

 (d) Department or agency heads may require that specific research activities or classes of research activities conducted, supported, or otherwise subject to regulation by the department or agency but not otherwise covered by this policy, comply with some or all of the requirements of this policy.

 (e) Compliance with this policy requires compliance with pertinent federal laws or regulations which provide additional protections for human subjects.

 (f) This policy does not affect any state or local laws or regulations which may otherwise be applicable and which provide additional protections for human subjects.

 (g) This policy does not affect any foreign laws or regulations which may otherwise be applicable and which provide additional protections to human subjects of research.

 (h) When research covered by this policy takes place in foreign countries, procedures normally followed in the foreign countries to protect human subjects may differ from those set forth in this policy. [An example is a foreign institution which complies with guidelines consistent with the World Medical Assembly Declaration (Declaration of Helsinki amended 1989) issued either by sovereign states or by an organization whose function for the protection of human research subjects is internationally recognized.] In these circumstances, if a department or agency head determines that the procedures prescribed by the institution afford protections that are at least equivalent to those provided in this policy, the department or agency head may approve the substitution of the foreign procedures in lieu of the procedural requirements provided in this policy. Except when otherwise required by statute, Executive Order, or the department or agency head, notices of these actions as they occur will be published in the FEDERAL REGISTER or will be otherwise published as provided in department or agency procedures.

 (i) Unless otherwise required by law, department or agency heads may waive the applicability of some or all of the provisions of this policy to specific research activities or classes or research activities otherwise covered by this policy. Except when otherwise required by statute or Executive Order, the department or agency head shall forward advance notices of these actions to the Office for Human Research Protections, Department of Health and Human Services (HHS), or any successor office, and shall also publish them in the FEDERAL REGISTER or in such other manner as provided in department or agency procedures.1
1 Institutions with HHS-approved assurances on file will abide by provisions of Title 45 CFR part 46 subparts A-D. Some of the other departments and agencies have incorporated all provisions of Title 45 CFR part 46 into their policies and procedures as well. However, the exemptions at 45 CFR 46.101(b) do not apply to research involving prisoners, subpart C. The exemption at 45 CFR 46.101(b)(2), for research involving survey or interview procedures or observation of public behavior, does not apply to research with children, subpart D, except for research involving observations of public behavior when the investigator(s) do not participate in the activities being observed.

 

[56 FR 28012, 28022, June 18, 1991; 56 FR 29756, June 28, 1991, as amended at 70 FR 36328, June 23, 2005]
 §46.102 Definitions.
 (a) Department or agency head means the head of any federal department or agency and any other officer or employee of any department or agency to whom authority has been delegated.

 (b) Institution means any public or private entity or agency (including federal, state, and other agencies).

 (c) Legally authorized representative means an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject's participation in the procedure(s) involved in the research.

 (d) Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program which is considered research for other purposes. For example, some demonstration and service programs may include research activities.

 (e) Research subject to regulation, and similar terms are intended to encompass those research activities for which a federal department or agency has specific responsibility for regulating as a research activity, (for example, Investigational New Drug requirements administered by the Food and Drug Administration). It does not include research activities which are incidentally regulated by a federal department or agency solely as part of the department's or agency's broader responsibility to regulate certain types of activities whether research or non-research in nature (for example, Wage and Hour requirements administered by the Department of Labor).

 (f) Human subject means 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.

Intervention includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes. Interaction includes communication or interpersonal contact between investigator and subject. Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical record). 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) in order for obtaining the information to constitute research involving human subjects.
 (g) IRB means an institutional review board established in accord with and for the purposes expressed in this policy.

 (h) IRB approval means the determination of the IRB that the research has been reviewed and may be conducted at an institution within the constraints set forth by the IRB and by other institutional and federal requirements.

 (i) 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 or tests.

 (j) Certification means the official notification by the institution to the supporting department or agency, in accordance with the requirements of this policy, that a research project or activity involving human subjects has been reviewed and approved by an IRB in accordance with an approved assurance.

 
1The institution in this instance is the MOH





2Specified in more detail in the document “Guidelines for submission of a health research proposal”
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