Form MLA 201 (COA) 15.07.2025

APPLICATION FOR CHANGE OF OWNERSHIP OF A MARKETING AUTHORISATION

This category of application is to be used to enable a company to take over responsibility for a product from another company where the application made is in identical terms to the existing marketing authorisation (apart from the name and address on the marketing authorisation and product label). There must be no change of any kind to the product itself or to the approved method or site of manufacture. The existing marketing authorisation will be required to be cancelled by the Licensing Authority on a given date no later than six months after the date of grant of the new marketing authorisation.

1. PARTICULARS OF APPLICANT
Name of the applicant


Trading style to be shown on marketing authorisation (if different from above) 


Address: 

COA PL number: ____________
PROPOSED NAME (the only change allowed during the COA is the deletion of the existing MAH name from product 

name):__________________________________________________________________________

2. PARTICULARS OF EXISTING MARKETING AUTHORISATION
Name of existing marketing authorisation holder 


PL number ____________________
Name of Product _____________________________________________________________
	
	Please indicate whether the product being transferred is currently included on the Orphan Register ______________________   


3.
REQUIRED DATE FOR CHANGE OF OWNERSHIP OF EXISTING MARKETING AUTHORISATION
4.  If there is more than one legal category on an existing licence then separate applications (specifying PL numbers) must be submitted if both or all three legal categories are required. Pack sizes or indications should be amended accordingly. 

LEGAL STATUS _______________
COA PL No _____________________
5. RISK MINIMISATION ACTIVITIES ATTACHED TO THE EXISTING MARKETING AUTHORISATION (e.g. pregnancy prevention programme)


(provide a summary of the risk minimisation activities and a plan of how the applicant intends to fulfil the commitments [attach a continuation sheet if necessary] or state “None”)
6.
We apply for the grant of a marketing authorisation in respect of the product referred to in Section 2 which is in accordance with the attached particulars and with any variations to those particulars which may subsequently have been approved by the Licensing Authority. This marketing authorisation is to be valid until ________ being the date the existing marketing authorisation would normally have expired, or for a period of six months from the date of grant of this marketing authorisation if this is longer. This marketing authorisation will be subject to the following conditions:

i.
All the Standard Provisions applicable to marketing authorisations under regulations for the time being in force under Section 47 of the Medicines Act 1968.

ii.
The product shall not be recommended to be used for any purpose other than those specified in the Product Particulars as Uses, and shall be sold or supplied in accordance with the said Product Particulars except in so far as may from time to time be approved by the Licensing Authority.

iii.
The specification of the constituents and of the finished product shall be in accordance with the information contained in or furnished in connection with the application.

iv.
The product is to be manufactured only in accordance with the methods set out in this application or furnished in connection with it.

v.
No material information has been omitted (within the knowledge of the signatories).

vi.
The applicant will carry out any obligation to supply on-going information about the product and any obligation specified within the Risk Management Plan (if applicable), or any other risk minimisation activities which the current marketing authorisation holder has previously given to the Licensing Authority.

vii.The applicant confirms that he has the necessary means for the collection and notification of any adverse reaction occurring either in the United Kingdom or in a third country and has the services of a Qualified Person Responsible for Pharmacovigilance (QPPV). The applicant will notify the Licensing Authority of changes to the pharmacovigilance system and/or changes to the UK QPPV at the time of submission or this may be made following the completion of this procedure. The applicant will also notify the Licensing Authority if no changes to the pharmacovigilance system and/or UK QPPV are anticipated by providing a confirmation of the applicable details at the time of submission or following the completion of this procedure. The applicant also confirms that all supporting data is in their possession. This includes all ADRs reports and details of data lock points for Periodic Safety Update Reports (PSUR) submissions.

7.
We (the applicant) are aware that a response to Validation Correction Request VCR has to be received by the MHRA within 10 working days of the VCR letter and a failure to respond within this time with the satisfactory information will result in the withdrawal of the submission. Once withdrawn the PL number is lost and cannot be retrieved, the fee will not be refunded to the applicant. 



Please note that it is the applicant’s responsibility to contact MHRA IPUScientificValidation@mhra.gov.uk if a Grant or VCR letter has not been received by day 25 of the submission of the application.
8. The following supporting documentation has been included:

a. Label and leaflet mock up(s) (text acceptable if product not marketed) – please ensure these are NOT annotated & sensitive data is removed prior to submission. 

b. Any SmPC fragments that are consequentially changed as a result of the COA. (sections 7 and 8 are mandatory).
c. Letter from Dosage Form Manufacturer(s) (if not the applicant) confirming that they are prepared to manufacture the product on the applicants behalf of the new licence holder. If the manufacturer is not going to be used or no longer exists an assurance should be provided that a variation will be submitted to delete the manufacturer(s) once the new licence is granted. The name of the manufactures must be mentioned on this letter.
d. Completed Annex 1 form: Declaration of marketing status.
e. If applicable, the Summary of Pharmacovigilance System in the M1-8-1 section of the eCTD.
9. Name and signature (APPLICANT) 


Status of signatory 


MAH 


Tel: _____________________________________ Date: 


Person authorised for communication on behalf of applicant (if different from Sections 1)


.
10. We agree to this marketing authorisation being granted to the applicant and hereby 
request the Licensing Authority to cancel PL ________________ Cancellation Date: 


Name and signature (EXISTING PL HOLDER)


Status of signatory


Company name


Tel: ________________________________ Date: 


Address: 


NOTES TO HELP YOU FILL IN THE COA FORM:

These notes are to help you complete an application form to transfer a marketing authorisation (MA), also known as a product licence, to a new owner. 

SECTION 1: PARTICULARS OF APPLICANT
Name of the applicant: Name of the proposed MAH.
Trading style - Please note this name will not appear on the MA/grant letter however is recorded on our internal database. This name must be used as MAH on the Label and PIL. 
Address: The MA /Grant letter will be sent to this address.
COA PL number: You need to request an application number for all submissions by emailing us beforehand PLNumberAllocation@mhra.gov.uk.

Proposed Product Name: The deletion of the current MAH name from the product name is the only change allowed during the COA. To get the new MAH name added to the product name, a name change variation will need to be submitted after the grant of the COA.

Section 2: PARTICULARS OF EXISTING MARKETING AUTHORISATION

Name of existing Marketing Authorisation Holder – This is existing licence holder.
PL number – This is the existing PL number.
Name of Product - As it appears on the SmPC or MA. Please delete the existing MAH from the SmPC, Label and PIL if it appears as a part of the product name .To get the new MAH name added to the product name, a name change variation will need to be submitted after the grant of the COA.
If the product is currently on the Orphan Register please include the OD reference number – this will be updated to reflect the new PL number associated with the Orphan designation 
Section 3: REQUIRED DATE FOR CHANGE OF OWNERSHIP OF EXISTING MARKETING AUTHORISATION

This date can be only up to 2 months from the date of submission of the Change of ownership application. If MHRA has completed all the work on the application we will grant the COA with the requested future grant date.

Or 

State “ASAP” if there is no specific date required. 

Section 4: 
Only applicable if there is more than one legal category on an existing license and you wish to transfer all of them to new MAH.
If there is only one legal status then state “Not applicable”.    
Section 5: RISK MINIMISATION ACTIVITIES ATTACHED TO THE EXISTING MARKETING AUTHORISATION 


If applicable Provide details of any risk minimisation duties under the terms of the current MA such as: 


•pregnancy prevention programmes


•provision of educational material


•controlled distribution and specific monitoring 


•plans for how any new activities will be met
Or 

State “None”

Section 6: 
This is the Authorisation Expiry Date. 
If a renewal has been granted state “Unlimited validity”.

If there is a renewal pending on the existing licence we will transfer this over to the new Licence. We will put the expiry date of 6 months as the renewal process would not be completed and therefore the licence will not yet have unlimited validity .

Change of ownership is not allowed on an expired licence.
The change of ownership process only updates the licence holder details and therefore if the QPPV needs to be updated for the new PL this will have to be submitted via variation after the COA has been completed.
Section 7: To keep our processing times low please respond to MHRA’s VCRs within 10 working days of the VCR letter. You may send the response via the same route of submission as the COA submission.


No extensions will be provided.


Please note that it is the applicant’s responsibility to contact MHRA IPUScientificValidation@mhra.gov.uk if a Grant or VCR letter has not been received by day 25 of the submission of the application.
The MHRA will not automatically transfer the details of the pharmacovigilance system and QPPV from the previous licence to the new licence. Please refer to the application form, section 6, point vii. for further information on how to notify the MHRA of the correct details for the new product licence. 
Section 8: Along with the completed  Change of ownership application form and cover letter the following Supporting documents must be submitted:

a. You will need to pay the current fee published on the website which will be invoiced following the receipt of your application.
b. Completed Annex 1 form to declare the marketing status. Kindly note that a Change of ownership does not create a new MA and so it will not reset the sunset clause clock. Also, a COA cannot be submitted for a licence that has expired under the sunset clause.

c. Any SmPC fragments consequentially affected by the COA must be included in your submission, please note that sections 7 and 8 are mandatory. They must be submitted in “Word 97-2003 Document (.doc)” format.
d. Please provide in PDF format the clean mock-ups/QRD of the PI - labels and leaflet –which should be identical to the current granted PI with the only differences being the PL number, MA Holder name and address. The logo of the existing MAH may be replaced by an MHRA approved logo of the proposed MAH. All approved pack sizes and distributor mock-ups/QRD must be provided for the proposed COA, the deletion of pack sizes and distributors should be submitted following the grant of the COA.
e. A letter from the Dosage Form Manufacturer(s) (if not the applicant) confirming that they are prepared to manufacture the product on the applicant’s behalf of the new licence holder 
Or 
If the manufacturer is not going to be used or no longer exists an assurance should be provided that a variation will be submitted to delete the manufacturer(s) once the new licence is granted. The full details (name and address) of the manufactures being removed must be mentioned on this letter. In such case the licence cannot be marked as marketed
Or

If the manufacturer is a subsidiary of the applicant company or belongs to the same global marketing authorisation holder then a letter on behalf of the manufacture may be submitted by the applicant. This letter must clearly state relationship between the two companies.
Section 9: This section is to be signed and dated by the applicant. If the Person authorised for communication on behalf of the applicant is different from the Applicant/MAH then a Letter of authorisation for communication on behalf of the applicant/MAH must be provided.

Section 10: This section is to be signed and dated by the current MAH. 

The cancellation date can be up to 6 months following the grant of a new MA in order for the current holder to clear their stock. State “6 months from the grant of the COA”

Or

If you wish the existing MA to be cancelled on the date on Change of ownership state “On the date of the Change of ownership”

Please note a separate cancellation letter from the existing license holder is required if the applicant is using a portal form. The paper form has a section for cancellation.
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