FEDERAL DEMOCRATIC REPUBLIC OF ETHIOPIA
MINISTRY OF HEALTH
FOOD, MEDICINE AND HEALTH CARE ADMINISTRATION AND CONTROL AUTHORITY
Clinical Trial document screening checklist
Clinical Trial Name:  ---------------------------------------------                                                                              
Investigational Product: -------------------------     Clinical Trial Site Address: ------------------
Sponsor: -----------------------------------                  Received Date: ----------------------------------
1. [bookmark: Check2]Is the document accompanied by the cover letter? (both from local  representative (PI) & sponsor/foreign applicant)    Yes |_|         No |_|          N/A  |_|
Comment: -----------------------------------
2. Are the following documents available? 
2.1. Table of contents                      Yes |_|      No |_|       N/A  |_|    Comment: ------------------
2.2. Signed and dated application    Yes |_|      No |_|       N/A  |_|    Comment: ------------------
2.3. Trial protocol attached              Yes |_|      No |_|       N/A  |_|    Comment: ------------------
2.4. Ethical clearance from:
i) Local ethics committee        Yes |_|     No |_|     N/A  |_|    Comment: ------------------
ii) National ethics committee   Yes |_|     No |_|     N/A  |_|    Comment: ------------------
2.5. CVs of  responsible parties:
a. Principal investigator/s       Yes |_|   No |_|  N/A  |_|   Comment: -------------------------
b. Investigator/s                      Yes |_|   No |_|  N/A  |_|    Comment:  ------------------------
c. Trial staff                            Yes |_|   No |_|  N/A  |_|    Comment: -------------------------
d. Monitor/s                            Yes |_|   No |_|  N/A  |_|    Comment: -------------------------
2.6. Investigator’s brochure                     Yes |_|           No |_|              N/A  |_|      
Comment: ---------------------------------------------------------
2.7. Investigational product GMP certificate  Yes |_|   No |_|  N/A  |_|    Comment: ------------

2.8. Signed agreement between involved parties:
a. Between Investigator and sponsor/Institution  Yes |_|   No |_|  N/A  |_|    Comment: ------
b. Between Investigator and sponsor/CRO          Yes |_|   No |_|  N/A  |_|    Comment: ------
c. Between Sponsor and CRO                              Yes |_|   No |_|  N/A  |_|    Comment: ------
d. Investigator/Institution                 Yes |_|   No |_|  N/A  |_|    Comment: ------
2.9. Patient information sheet             Yes |_|    No |_|   N/A  |_|    Comment: --------------------
2.10. Informed consent format            Yes |_|    No |_|   N/A  |_|    Comment: --------------------
2.11. Insurance statement                    Yes |_|    No |_|    N/A  |_|    Comment: -------------------
                                                                                            N/A = Not Applicable

Screened By:    ---------------------------           Signature: ---------------    Date: -------------------
Application Received?       Yes |_|                   No |_|                                                                           Comment:-------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------                                                           


