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Throughout this form, [highlighted text] indicates wording to be tailored. Users must retain the wording that is applicable, delete any wording that is not relevant and include any additional study-specific text as required. Once the text has been completed, highlighted text should be removed.

The final email should be issued to the CI (and delegate such as the PM) by the SRC (or delegate such as the SRA). The email should be copied relevant members of the Sponsor/Co-Sponsor team, such as PM, Pharmacy, PV, Monitor, CTU etc., as applicable.

1. Sponsor/Co-Sponsor confirmation of modification type email template for modification 

E-mail Subject: Confirmation of modification type – [Study name/acronym, modification number, R&I reference]

Dear [CI name]

	Study Title:
	

	[Sponsor/Co-Sponsors]:
	

	Sponsor R&I Reference:
	

	Chief Investigator:
	

	Modification Number:
	

	Modification Classification & Categorisation:
	[substantial modification, modification of an important detail / minor modification], Category [A/B/C/or other as applicable], [substantial CTIMP modifications only] [Route A / Route B]



Thank you for submitting the above modification to the NHSGGC R&I office for [Sponsor/Co-Sponsor] review.

This modification has been reviewed on behalf of the [Sponsor/ Co-Sponsor], and I can confirm the agreed classification of this modification is [substantial modification, modification of an important detail (MOID)/ minor modification] with an associated governance categorisation of [A/B/C/or other as applicable]. [Substantial CTIMP modifications only] It has also been designated as [Route A / Route B] for MHRA processing. The modification should now be submitted via IRAS for REC, HRA and/or MHRA review or notification, as applicable.

Please find attached the locked Modification Tool and the supporting documentation reviewed on behalf of the [Sponsor/Co-sponsor]. 

If you have any questions, please do not hesitate to contact me.

Sent on behalf of [Name of SRC], Sponsor Research Co-ordinator 

Kind regards,

[Name]
[Email signature]
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