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<[Official letterhead]>

 [Place and date]

Subject: Request for assignment of the role MAH Admin in Clinical Trials Information System (CTIS)

Dear Sir/Madam,

[bookmark: _Hlk114841391]For the purposes of fourth subparagraph of Article 37(4) of the CT Regulation (Clinical Trials Regulation; Regulation (EU) No 536/2014), I, [name of the requester], representing [name of the Marketing Application Holder/Applicant – MAH/MAA], hereby make the request that the below user(s) obtains the CTIS MAH Admin role for the trial(s) listed in the table below.

To support the CTIS MAH Admin role request, the following letter(s)/email(s) (as applicable) are submitted to evidence the MAA and the clinical trial(s) (CT) included:

☐ MAA submission receipt (copy of the corresponding email).
☐ MAA validation provided by the Member State[footnoteRef:1] authority/European Medicines Agency. [1:  For the purpose of this letter the term “Member State” shall include countries of the European Economic Area (EEA).] 

☐ Withdrawal letter and acknowledgement of receipt; or
☐ Outcome provided by the Member State authority/European Commission.

I acknowledge that [name of the MAH/MAA] has the obligation to submit to CTIS the clinical study report (CSR) as per the aforementioned provision.

I confirm that the sponsor(s) of the trials have/s been made aware that the CSR will be uploaded to CTIS and made public within 30 days after the day the marketing authorisation has been granted, the procedure for granting the marketing authorisation has been completed, or the applicant for marketing authorisation has withdrawn the application.


Yours faithfully,



[Signature of person representing the MAH/MAA]





Annex I - CTIS MAH Admin role request form:

Details of the requested CTIS MAH Admin user(s) are provided below:

- All fields marked with an asterisk are mandatory.


MAH Admin user role(s) to be assigned to following person(s):

	First & Last name*
	User ID*
	Email address*
	EU CT number*
	Sponsor name*
	Sponsor organisation ID*

	John Doe
	John_1
	John.doe@health.nl
	2021-123456-11-00
	Beautiful company
	ORG-XXXXXX

	First Last
	Last_f
	flast@email.com
	2022-176556-11-00
	Beautiful company
	ORG-XXXXXX
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