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Check List for Reference Country
1. How did you learn about the MRP?

2.  Have LTRs/Local Agent been appointed in the intended markets?                Yes/No 

If not, explain that it will not be possible to market the product in countries where an LTR has not yet been appointed.

 3.  Is there a valid GMP Certificate?		                                          Yes/No
 
If not, explain that an inspection must take place as soon as the MRP begins. If a joint inspection is required, explain that the Applicant must pay the inspection fees for the RC and also all the CCs, and that in certain cases the MRP clock may be paused until the GMP inspection has taken place and a GMP Certificate issued by the NRA of a Partner State.

4.   Is the product registered   in the country of origin		 Yes/No
       

If not registered, provide reasons:
                                                              
5.   Is there a Certificate of Origin?					Yes/No

6.  In which other countries, including EAC Partner States, were field trials conducted?	………………………………………………………………………..

It is possible that field trials carried out in one or more EAC countries are sufficient evidence of efficacy and safety in the other countries if the husbandry and geographical conditions are similar.

7.  Is the vaccine strain(s) relevant to the RC and all the CCs.

8.   Is the product already registered in any EAC Partner States and if so which 
	 one(s) ……………………………………………………...	

Explain that the NRA that issued the original MA shall act as the Reference Country			

9.  Indicate countries in which a Site Master File is required in the dossier rather than for the GMP inspection………………………………

10.  Inform the applicant about the different fee structures for the RC and CCs and that fee structures can be found on the websites of most regulatory authorities.

11.  Advise the Applicant on the number of samples to be submitted to the RC and CCs  
 (See GL 11)

12. Advise the Applicant that identical dossiers and the required number of samples must be submitted to the RC and CCs and that fees must be paid either by electronic bank transfer or by the respective LTRs to the RA and CCs all at the same time.
							
13.  Explain to the Applicant the condition(s) for refusal by a Partner State to be a Concerned Country. (see GL5, section 7.4)

14. If the application is deemed eligible for MRP, consult the MR-C for the next available time slot and inform the Applicant of the proposed start date.

 





Name of Reviewer             		                  Signature and Date

……………………………………………….		  ………………………………………………	

Regulatory Authority   ……………………………………………
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