FORMAT REQUIRED FOR THE SUBMISSION OF PROTOCOL AMENDMENTS / OTHER AMENDMENTS
The Ethics Secretariat Office formally request that when an Amendment is submitted for approval, the following guidelines are adhered to:
· Please submit a cover letter, one copy of the amendment and the summary of changes 

· There is not an application form to complete for amendments

· Please only submit one copy of all the documents. Only in cases where the Chairperson requests that the initial ethics assessors review the amendment, will additional copies be requested. 

· In order to avoid unnecessary delays, a summary explaining the changes to the protocol must be submitted. 

· The summary is to include the previous text and the new text, for example, “CHANGED FROM” and “CHANGED TO” along with the page numbers or sections in the protocol that are being changed.  

· We further request that each page be tabbed and highlighted to assist the Secretariat Office in compiling the documentation for review by the relevant Reviewers / Chairperson.

· There are often amendments submitted without any of the above requirements and is it time consuming to compile and prepare the documentation. 
We therefore, request your kind assistance with the above request to expedite and facilitate an efficient approval of your documentation.
MINOR AMENDMENTS

(SAHPRA NOTIFICATION FOR AMENDMENTS REQUIRED)
1. Tightening of inclusion criteria

2. Tightening of exclusion criteria

3. Additional Investigators

4. Additional Sites

5. Change in the Informed Consent

6. Change in the Investigator’s Brochure

7. Change in background information

8. Extension of period of study

9. Other changes that do not affect neither study design nor analysis / results

10. Administrative changes

MAJOR AMENDMENTS

(SAHPRA APPROVAL FOR MAJOR AMENDMENTS REQUIRED)
1. Relaxation of inclusion criteria

2. Relaxation of exclusion criteria

3. Change in Objectives / Rationale of study

4. Change in study design

5. Relaxation of standards for data analysis
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