Anthony Marshall

From: AMENDMENTS, Hra (HEALTH RESEARCH AUTHORITY) <hra.amendments@nhs.net>
Sent: 24 August 2017 14:03

To: Anthony Marshall

Cc: Kimme Hyrich; MHS Ethics Applications

Subject: RE: 64202 00/8/053/AM30 SubAm25 Favourable opinion letter 24.08.2017

Dear Anthony,

Further to the below, | am pleased to confirm that HRA Approval has been issued for the referenced
amendment, following assessment against the HRA criteria and standards.

The sponsor should now work collaboratively with participating NHS organisations in England to implement
the amendment as per the below categorisation information. This email may be provided by the sponsor to

participating organisations in England to evidence that the amendment has HRA Approval.

Please contact hra.amendments@nhs.net for any queries relating to the assessment of this amendment.

Kind regards

Ali Hussain
Amendments Co-ordinator

Health Research Authority

HRA, Ground Floor, Skipton House, 80 London Road, London, SE1 6LH
E: hra.amendments@nhs.net: T: 020 7972 2649

www.hra.nhs.uk

From: HAYDOCK, NRESCommittee.NorthWest- (HEALTH RESEARCH AUTHORITY)

Sent: 24 August 2017 11:38

To: Anthony Marshall <Anthony.Marshall@manchester.ac.uk> (Anthony.Marshall@manchester.ac.uk)
Cc: 'Kimme.Hyrich@manchester.ac.uk'; 'fbmhethics@manchester.ac.uk'

Subject: 64202 00/8/053 SubAm25 Favourable opinion letter 24.08.2017

Dear Anthony,

IRAS Project ID: 64202

L Prospective observational study of the long-term hazards of
Short Study Title: anti-TNF therapy in rheumatoid arthritis

Date complete amendment submission

received: 03 August 2017
Amendment No./ Sponsor Ref: 25
Amendment Date: 17 July 2017
Amendment Type: Substantial

| am pleased to confirm that this amendment has been reviewed by the REC and has received a Favourable
Opinion. Please find attached a copy of the Favourable Opinion letter.

Participating NHS Organisations in England — Confirmation of Assessment Arrangements
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Further to the details above, | can confirm that this amendment will be assessed by the HRA to confirm that it meets
the expected criteria and standards. An Assessor from the HRA will contact you, and you will receive separate
notification that the HRA Assessment is complete. You should not implement this amendment at participating NHS
organisations in England until the outcome of the HRA assessment is confirmed, and the conditions detailed in the
categorisation section above have been met.

If you require further information, please contact hra.amendments@nhs.net

Best wishes,
Laila

Laila Sarwar

REC Assistant

Health Research Authority

3rd Floor | Barlow House | 4 Minshull St | Manchester | M1 3DZ
T. 0207 104 8004

E. nrescommittee.northwest-haydock@nhs.net

W. www.hra.nhs.uk

Sign up to receive our newsletter HRA Latest.
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This message may contain confidential information. If you are not the intended
reci pi ent please informthe

sender that you have received the nessage in error before deleting it.

Pl ease do not disclose, copy or distribute information in this e-mail or take any
action in relation to its contents. To do so is strictly prohibited and may be
unl awful . Thank you for your co-operation.

NHSnai | is the secure email and directory service available for all NHS staff in
Engl and and Scotland. NHSneil is approved for exchangi ng patient data and ot her
sensitive information with NHSmai| and other accredited email services.

For nore information and to find out how you can switch,
https://portal.nhs. net/ hel p/joi ni ngnhsnai |




