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GOOD MANUFACTURING PRACTICE 

CONTRACT GMP QUALITY CONTROL TESTING LABORATORY

CHANGE REPORT 


Please read the associated guidance document prior to completing this form.
	Full name of laboratory
	

	Full address including post code
	


	Only record details of changes that have occurred or which are planned, and which have not previously been notified to the MHRA. Please indicate the date(s) on which these changes became or will become effective. If no changes have occurred since the last inspection, and none are planned, please tick the box at the bottom of this section.


	Types of GMP activities undertaken:
	

	Contracting out of GMP functions or work:
	Tests:

	

	
	Other services:
	

	Volume of GMP work undertaken or number of tests performed:
	

	Facilities and Equipment:
	

	Personnel:
	

	Other changes:


	


	Tick this box if you have been asked to complete this report prior to an inspection and wish to confirm that either a.) all changes have been notified to the MHRA or b.) there have been no changes since the last inspection, and no changes are planned.
	


	DECLARATION


To the best of my knowledge and belief the particulars I have given within this form are truthful and complete. The signatories shall take all reasonable precautions, and exercise all due diligence, to ensure that any information he/she provides to the licensing authority, is not false or misleading in any material particular, in accordance with relevant UK Regulations which make it an offence to provide false and misleading information.

Site Based Person completing this report:
	Signed:
	
	
	Date:
	

	Name:
	
	
	Position:
	

	
	(BLOCK CAPITALS)
	
	
	


T

Person Accountable for the Site Approving this Report:

	Signed:
	
	
	Date:
	

	Name:
	
	
	Position:
	

	
	(BLOCK CAPITALS)
	
	
	(see note below #)


# This signatory is expected to be the person responsible for the business e.g. Chief Executive Officer, Site Director, Managing Director or equivalent (this is not likely to be a QA Manager or QP although may be in small companies/facilities).  This signatory is responsible for confirming the accuracy of the changes reported and confirming that no other relevant information has been withheld.

	Justification for suitability of person responsible to sign on behalf of the company where the role is not listed or equivalent to the above.



Please return this form to the inspector due to visit your site (inspection specific request) or to the GLP mailbox glp@mhra.gsi.gov.uk (for ad-hoc change notification) by one of the following methods:

- Complete electronically and email to inspector with a scanned copy of the signature page.

- Complete a hard copy then scan as a single file and email to the inspector

- If no scanning facilities are available email all pages except the signature page to the inspector prior to the inspection and provide a signed page to the inspector at the next inspection.

Thank you for completing this form.  It should have taken no longer than 1 hour to complete and submit this form.  If it took longer, please indicate the actual time taken and provide any additional comments.

MHRA March 2011
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