SOP # 03:
ADMINISTRATION AND FUNCTIONS OF THE COMMITTEE

The purpose of this SOP is to describe the administration, office bearers and their functions in the NHRERC. Therefore, it describes the Secretariat, functions of the Chairperson, Secretary, the Committee, Head of NIMR and Consultant reviewer.

Responsibility of the Head of NIMR

1. S/he shall prepare and provide a statement of assurance when required by the regulations guiding the establishment of the Committee.

2. S/he shall ensure the provision of the necessary logistic and financial support for the smooth operations of the Committee.

3. If s/he has an interest in a particular protocol, s/he shall not take part in the reviewing process of that protocol.

Officers and secretariat 

1. The officers of the Committee shall comprise of the Chairperson, Vice Chair person and Secretary.  

2. The Chairperson is elected from among appointed members of the Committee for each specific term and the Secretary shall always be an employee of NIMR.

3. The Chairperson shall be a respected person in the community, who has the qualifications of medical or social sciences, is concerned about human rights and ethical issues and is well informed in regulations relevant to the use of human subjects in research.

4. The Committee shall have a permanent secretariat at NIMR manned by the Committee Secretary and administrative supporting staff who shall also be also employees of NIMR

5. NIMR shall provide the necessary funding for the operations of the Committee.

6. The vice chair person shall deputize the chair person and shall perform his functions in absence of the chairpersons

Functions of the Secretariat

1. Organize effective and efficient tracking procedures for each proposal received. 

2. Prepare, maintain, and distribute study protocols.

3. Organize regular Committee meetings.

4. Prepare, distribute and store meeting agenda and minutes.

5. Maintain the Committee’s documentation and archive.

6. Communicate with the Committee members and investigators.

7. Arrange for training for personnel and Committee members.

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

9. Provide the necessary administrative support for the Committee.

10. Provide updates on relevant and current issues related to ethics in health research, as well as relevant current literature to Committee members.

Responsibilities of Secretary
1. The Secretary shall be responsible for the oversight of Committee documents.

2. The Secretary shall be responsible for performing a pre-review of each submission for the Committee to ensure adherence to administrative submission requirements.

3. The Secretary shall undertake all administrative procedures in providing training and educational programs to new and continuing Committee members, and the scientific community in Tanzania on issue 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 Committee and NIMR.

4. The Secretary shall support the Chair in preparing and providing a statement of assurance when required by the regulations guiding the establishment of the Committee.

5. The Secretary shall design and disseminate templates for Committee submission documents, including research protocols, informed consent materials, agreements and periodic and final reports.

6. The Secretary shall design and maintain a system for collecting and filing all Committee documents, including meeting minutes, member qualifications, protocol submission versions, deviations from approved protocols, and periodic and final reports.

7. The Secretary shall assist the institution to recruit new Committee members

8. The Secretary shall prepare and submit annual Committee operational budget and plan to NIMR management in consultation with the Chair.

9. The Secretary shall accept, verify, duplicate and distribute all submitted items to the appropriate members for Committee review in time. Ensure that all required materials for submission are present and complete.

10. The Secretary shall create and distribute meeting agendas, and arrange meeting logistics, take minutes during the meetings, and verify and distribute minutes in a timely manner..

11. The Secretary shall advise submitting investigators on preparing and submitting protocols for review according to relevant SOPs.

12. The secretary shall correspond with all submitting researchers at all times throughout the submission and review process, while remaining independent of the researcher’s protocol operations.  He/she shall properly distribute and keep files of all correspondences.

13. The secretary shall assist the Chair to conduct Committee meetings and shall continually study and update staff about Committee operational regulations.

14. The secretary shall be available for and attend any outside investigations or audits of the Committee and shall comply with requests during an investigation or audit.

Functions of the Chairperson

1. Chair Committee meetings in accordance with all regulations.

2. Prepare and provide a statement of assurance when required by the regulations guiding the establishment of the Committee. 

3. Facilitate the provision of training and educational programs to new Committee and continuing Committee members and the health and social scientific community of the Tanzania. The training shall include programs about the basic principles of human subject protection, current literature, regulations and guidelines affecting the Committee and NIMR.

4. Review and accept revisions that were made as per the committee recommendation pending protocol approval.

5. Determine submissions that could be exempted from review, and notify the Committee and the submitting investigator of such exemptions.

6. Arrange expedited review of research that meets the expedited review criteria.

7. Assign responsibilities and duties to any other member in his or her absence and assign responsibilities to other members of the Committee.

8. Supervise the Secretary and ensure s/he is performing his/her task dutifully.

SOP # 05
PROTOCOL REVIEW PROCEDURES

In this SOP, submission of protocols and review procedures are described.  It is the responsibility of the Principal Investigator (PI) of a protocol to submit an application for assessment of a protocol following procedures as outlined in this SOP by filling in an Application Assessment Form (Form # 02).  The Secretary is responsible for receiving and processing new protocol submissions, and for ensuring that the Form # 02 is adequately filled in and all elements required for consideration of the protocol are present.

Detailed Instructions 

1. The submitting Investigator shall submit a research protocol with the following required documents:

i. Covering letter from the Head of affiliated institution where applicable

ii. Summary of the protocol

iii. Wherever applicable, a full protocol pre-reviewed by a scientific committee from originating/affiliating institutions with the comments.

iv. Enrolment forms

v. Questionnaires

vi. Consent forms

vii. Curriculum Vitae of investigators

viii. Budget

2. Investigators must submit all documents at least three months prior to the commencement of the research study.

3. The Chair is responsible for determining whether a submitted protocol qualifies for expedited review.

4. Depending on the decision of the Chair on a particular protocol, primary reviewers would be appointed to review the protocol.

SOP # 13:
MONITORING AND EVALUATION OF SAFETY/ADVERSE EVENTS (SAE) REPORT

The purpose of this SOP is to provide instructions on the review and follow-up reports of adverse experience and unexpected events for any active study approved by the Committee.  Unanticipated risks are sometimes discovered during the course of a study.  Information that may impact on the risk/benefit ratio must be promptly reported to, and reviewed by, the Committee to ensure adequate protection of the welfare of the study participants.  This SOP applies to the review of SAE and unexpected events reports submitted by investigators, DSMB, Local safety monitor, IRB and any other intended parties 

The primary responsibility of the Ethics Committee is to review and address SAE and unexpected events involving risks to subjects or others as well as ethics complaints. In addition, the Committee is authorized to offer mediation under appropriate circumstances.  The Committee shall also make sure that researchers are aware of the policies and procedures concerning reporting and continuing review requirements.  The Secretariat shall be responsible for first screening and assessment of the reports and seeing whether they need a review of full Committee, Chairperson, other qualified Committee members or experts. 

Detailed instruction 

1. Before each Board Committee 

The Secretariat shall review the reporter's assessment to determine whether the report requires review by full Committee, the Chairperson or other qualified Committee member(s).  Criteria of the review shall be as follows: 

i. If assessment of adverse experience is unknown or unlikely, the report shall be forwarded to the Chairperson for review and determination if full Committee should review the report at the following convened meeting. 

ii. If assessment of adverse experience is possibly caused by, or probably caused by the investigational drug, full Committee should add the report to the agenda for review at the following convened meeting. 

iii. If an adverse experience/investigational new drugs safety report has previously been seen by full Committee being resubmitted by another investigator in the same study (as part of a multi- Centre study), this notification shall not require full Committee review instead be reviewed by the Chairperson or other qualified Committee members and Secretariat.

2. During the Committee meeting 

After reading and reviewing the report, the Chairperson or designee shall entertain discussion on the study and similar adverse experiences or advisories.  If appropriate to the discussions, the Chairperson or another Committee member may call for a consensus on whether to: 

i. Request an amendment to the protocol or consent 

ii. Request further information 

iii. Suspend or terminate the study

3. If any of the above actions are taken, the Secretariat shall notify the investigator of the action taken.  If the Committee takes no action, it shall be noted in the minutes.  The Secretariat shall draft a formal letter to the investigator notifying him/her the action he/she should take according to the Committees decision.   The letter shall be signed by Chairperson and date of delivery shall be record.

SOP # 14:
NON – COMPLIANCE/VIOLATION INTERVENTION

The purpose of this SOP is to provide instructions for maintaining records that identify investigators/institutes who fail to comply with National/International guidelines for the conduct of human research or who fail to correspond to the NHRERC requests.  This SOP applies to all research projects involving human participants and approved by the NHRERC.  The Secretariat is responsible for collecting and recording the non-Compliance List (Form # 07).

Detailed instruction

1. Whenever non-compliance has been observed, it shall be ensured that the investigator information is placed on the agenda of each Committee meeting.

2. A file shall be maintained that identifies investigators who are found to be in non-compliance with FDA regulations or who fail to respond to the Committee’s requests.

3. The Committee may elect to suspend or terminate approval of current studies or refuse subsequent applications from the investigators cited.  Such decisions shall be recorded in the minutes.

4. The Chairperson shall notify the investigator of the Committee’s action in writing.

5. The Secretariat shall record the Committee’s decision and draft a notification letter that shall be signed by the Chairperson and date the letter.

6. Four copies of the notification letter shall be produced.  The original shall be sent to the investigator, the second copy to the relevant National Authority, the third to the sponsor or the sponsor’s representative of the study and the fourth to the non-compliance file and stored on the shelf with an appropriate label.

7. The action shall be followed up after a reasonable time.

SOP # 17:
SITE MONITORING VISITS

The purpose of this SOP is to provide procedures as to when and how a study site should be visited and monitored with regards to its performance or to GCP.  This SOP applies to any visits and/or monitoring of any study sites as stated in the IEC/IRB approved as the place where the studies and/or laboratory tests are being carried out or performed.  It is the responsibility of the NHRERC to perform or designate some qualified agents to perform on its behalf, on-site inspection of the research projects it has approved.  The Secretariat in consultation with the Chairperson shall initiate an on- site evaluation of a study site for cause or for a routine audit.

Detailed Instruction

1. Selection of study sites 

The database files of the approved protocols shall be reviewed periodically.  Study sites to be monitored shall be selected based on the following criteria: 

i. If the research project has never been approved by the NHRERC, a study visit should be planned within thirty days after the study starts. (? If it has never been approved why are you monitoring it)

ii. Reports of remarkable serious adverse events 

iii. Number of studies the sites handle 

iv. Frequency of submission of protocols for Committee review 

v. Cause audits

vi. Failure to submit progress report or final report

vii. New sites  

2. Preparing the visit

The Committee representatives shall notify the investigator in writing within one week about plans of the visit.  Meanwhile the visiting team shall make the appropriate travel arrangements, review the Committee files for the study and site, make appropriate notes, or copy some parts of the files for comparison with the site files.

3. Unannounced monitoring visit

 An announced monitoring visit will be conducted at random to researches falling under following categories:

3.1
Researchers who do not submit progress reports as per regulations after two reminders. 

3.2
Researchers who prolong completion of their research beyond the approved time frame.

3.3
Researchers who are suspected to have changed their objectives and conduct as approved. 

4. During the visit

The visiting team shall:

i. Review the informed consent document to make sure that the site is using the most recent approved version.

ii. Review at least 25% of randomly selected participant files to ensure that participants are signing the correct informed consent,

iii. Observe the informed consent process, if possible, and 

iv. Review the Committee files for the study to ensure that documentation is filed appropriately and confidentiality.

5. After the visit

The Committee representative that made the visit shall:

i. Write a report using the Checklist for a Monitoring Visit (form # 09) within two weeks describing the findings during the audit.

ii. Forward a copy of the site visit to the site-monitoring file for full Committee review.

iii. Send a copy of the report to the site for their files. 

iv. Place the report in the correct site files.

v. Make debriefing before departure.

6. Present the inspection results to the full Committee

The presentation shall be scheduled in the meeting agenda and presented to the full Committee.

