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1. Purpose 
To define the procedures required for the drafting, revision and approval of SOPs

2. Scope 
This SOP applies to all personnel involved in the administration and work of SOMREC; Administrative staff and members of SOMREC
3. Personnel Responsible: 
SOMREC Administrative staffs are responsible for establishing, periodically reviewing and modifying as appropriate the Standard Operating Procedures. This can be done with the help of the Chairperson or any member of the committee. 

4. Background 
Standard Operating Procedures serve to ensure that specific functions performed by the SOMREC and SOMREC staff occur according to applicable international, regional and national laws, regulations, codes, guidelines regarding the conduct of research using human subjects. These written procedures must be in place to ensure the highest quality and integrity of the ethical review and oversight of research involving human subjects and for the adequate documentation of such processes. 

Changes to the regulations, guidelines and laws, as well as the policies and procedures of SOMREC may require a new SOP or revision to an existing SOP. 

5. Procedures 

I. The SOMREC Administrative staff will prioritize the SOPs necessary for committee operations by making a list of SOPs needed. Using this SOPs list as a guide, the SOMREC administrator will customize the attached SOP templates to be specific to their site. 

II. Once the SOP is drafted, SOMREC Administrative staff will review the draft SOP with the Chairperson or designee for approval. 

III. Each SOP will follow a consistent numbering system as outlined in the table of contents. 

IV. Each SOP will be reviewed at least annually for updates by the SOMREC Administrative staff or designee. Each revision is consecutively numbered and dated as revised by changing the version number and revision date in the “header” section of the SOP. Reviews will be performed for presentation to the SOMREC Board at a convened meeting for review and approval. 

V. The new or revised SOP will be signed by the Chairperson of SOMREC
VI. Documentation of review and approval will be done by signature of the responsible and authorized individuals and change in the header information regarding date of approval, information, and date of annual review. 

VII. SOPs will be kept in the Standard Operating Procedure Manual for the committee. The SOMREC Administrative staff will be authorized to make copies of the SOP manual. Official copies of the SOPs will be stamped “OFFICIAL COPY” 

VIII. If SOPs are to be posted electronically, they will be posted in a “read only” document within a folder for the year of revision. 

IX. Only the SOMREC Administrative staff, the chairman of SOMREC or a SOMREC member designated may make changes to an SOP. 
X. SOPs will be kept in the SOMREC Administrative staff‘s office. Old versions will not be thrown away or destroyed; they will be archived in a notebook and filed by the SOMREC Administrative staff

XI. When new or revised SOPs are approved, the SOMREC Administrative staff or designee will disseminate them to the responsible individuals. 

XII. As SOPs are written, the SOMREC Administrative staff or designee will train the IRB and staff on the SOPs within 1 month. This training may be done in a meeting, in-service, as part of the IRB meeting agenda, or any other means set forth by the SOMREC chairperson. 

XIII. Each new SOMREC Member or staff employee must review all applicable SOPs prior to undertaking any responsibilities at SOMREC. Evidence of training must be documented and filed with the SOMREC Administrative staff prior to the assumption of duties. 

XIV. SOMREC committee manual contains the forms that may be used to ensure policies are integrated into the daily operations of SOMREC throughout the system, and to enable the staff to manage review, tracking and notification functions consistently. Forms will be located in the Appendix of SOMREC SOP Manual and updated as needed by the SOMREC Administrative staff. 

XV. SOMREC Administrative staff and SOMREC Members will sign a training log documenting their training on the SOP. 

XVI. Training on several SOPs or groups of SOPs may be done at the same time, although each SOP reviewed must be documented on the training log. 
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