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Memorandum of Understanding for 'MAH - Manufacturer' set up 


Drafting note: Throughout the document, „[MAH]” should be replaced with the name of the company who is the MA Holder of the product(s), and „[Manufacturer]” should be replaced with the name of the company who is the manufacturer of the product(s).

Dear Partner,

We would like to draw your attention to the inclusion of an Adverse Events (AE) clause in the attached Quality Technical Agreement (QTA) between [MAH] and [Manufacturer], signed on DD-MMM-YYYY. 

Optional (if a PVA for the manufacturer set-up is in place):
This QTA has replaced the attached Pharmacovigilance Agreement between [MAH] and [Manufacturer] signed on DD-MMM-YYYY, which is considered superseded by both Parties.

[Manufacturer] confirms that they will exchange AE reports as per the current QTA(s) in place between [MAH] and [Manufacturer] for all products and territories for which [Manufacturer] (or a subcontractor of [Manufacturer]) is manufacturer and [MAH] is Marketing Authorization Holder.

Furthermore, independent of a contractual relationship, both Parties confirm their adherence to Good Pharmacovigilance Practices with respect to the forwarding of an AE report which is not related to an own Marketing Authorization (MA) but related to the MA of the other Party.
Both Parties adhere to EMA guidance (EMA/390861/2018, Question 2.133) to avoid duplicates and multiplication of cases at authorities.


Please acknowledge receipt of this email and that you have the same understanding as described above.

Kind regards,
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