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Date: [Enter date]
Medicines and Healthcare products Regulatory Agency
10 South Colonnade
Canary Wharf
London
E14 4PU
United Kingdom

NHS Research Ethics Committee
Health Research Authority
2 Redman Place
Stratford
London
E20 1JQ
United Kingdom

	[Sponsor/Co-Sponsors]
	

	Protocol number
	

	Trial Title
	

	Short Trial Title
	

	Product
	

	IRAS ID
	

	Applicant
	

	Modification Route &
justification
	



Re: Substantial Modification [XX]

To whom it may concern,

On behalf of the [Sponsor/Co-Sponsor] (NHS Greater Glasgow and Clyde & University of Glasgow), we hereby enclose a substantial modification for the above clinical trial. 

	Substantial modifications and justifications



The following substantial modifications have been made to the protocol:

Change to [Insert description]

Justification: [Insert justification]


	Minor changes to the clinical trial approval to be made alongside the proposed substantial changes and justifications



Change to [insert description]

	Minor changes that have already been implemented



Change to [insert description]

	Modification of an important detail



There are changes to [insert description].  These changes are detailed in the Modification Tool.


	Non-investigational medicinal products



	Reference Safety Information (RSI)




	Investigator’s Brochure/SmPC




	Investigational Medicinal Product Dossier (IMPD/sIMPD)




	Labelling




	Patient use of electronic devices




	Use of investigational assays for the development of companion diagnostics




	Patient and public engagement




	Fee



The fee of £[Insert correct fee] will be paid for this submission.

Purchase Order No: [XXXXXXXX] 

[Insert organisation, contact name and e-mail]


	Supporting documentation



In reference to the above trial, please find enclosed revised documentation for review by the MHRA and Ethics Committee; a list of all documentation submitted is included at the end of this letter. 


	Other information



Please note the following:

[Insert other relevant information]

	Contact for questions



[Insert SRA name]
Sponsor Research Co-ordinator
NHS GG&C Research & Innovation (R&I)
Admin Building, Level 2
Gartnavel Royal Hospital
1055 Great Western Road
Glasgow G12 0XH
Email: [insert e-mail address]

Yours sincerely

[Insert signature]
[Name]
[Designation]


Revised documents submitted with this application

	Document number
	Document
	Version
	Date

	General

	1. 
	Cover letter
	
	

	2. 
	MHRA Medicines Form
	
	

	3. 
	Modification Tool
	
	

	Protocol

	4. 
	Protocol
	
	

	5. 
	Protocol synopsis
	
	

	6. 
	Protocol – sponsor signature page
	
	

	Participant Information Sheet, Informed Consent and Assent Forms, and Informed Consent Procedures

	7. 
	Main Participant Information Sheet and Informed Consent Form
	
	

	8. 
	Genetic Research Information Sheet and Informed Consent Form
	
	

	9. 
	Pregnant Partner Information Sheet and Informed Consent Form
	
	

	10. 
	End of Trial Information Sheet
	
	

	Medicinal Product Related (repeat for each IMP, including non-IMPs)

	11. 
	Investigator’s Brochure
	e
	Noplicable

	12. 
	SmPC
	
	

	13. 
	Investigational Medicinal Product Dossier (IMPD)
	
	

	14. 
	Manufacturer Importer Authorisation MIA-IMP 
	
	

	15. 
	GMP certificates
	
	

	16. 
	QP Declaration
	
	

	17. 
	IMP labels
	
	




	Patient recruitment and advertisement material

	18. 
	GP Letter
	
	

	19. 
	Clinical Information Sheet 
(For insertion into participants’ medical records)
	
	

	20. 
	Participant Alert Card
	
	

	21. 
	Thank You Card
	
	

	Informed Consent Forms (ICFs)

	22. 
	Main ICF for Study Participant
	
	

	23. 
	Main ICF for Parent/Caregiver
	
	

	24. 
	Pregnant Partner or Pregnant Participant Information Sheet and Informed Consent Form
	
	

	25. 
	Future Biomedical Research (FBR) PIS/CF
	
	

	26. 
	End of treatment PIS
	
	

	Patient Questionnaires

	27. 
	Patient diary
	
	

	28. 
	Other questionnaires
	
	

	Financial Agreements

	29. 
	Draft Clinical Trial Agreement
	
	

	30. 
	Costing Template proof of validation
	
	

	31. 
	Letter of Authorisation
	
	

	32. 
	Agreement For The Establishment Of A Legal Representative In The European Economic Area
	
	

	33. 
	Power of Attorney ‐ Named EU legal Representative
	
	

	Ethical Additional Forms

	34. 
	
	

	Other (any other additional documents not included in the above)

	35. 
	Study materials (video scripts, mobile app screens, privacy policy, data query form, training videos and scripts
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