24 November 2017

Professor Joan K Morris

Wolfon Institute of Preventive Medicine
Wolfon Institute of Preventive Medicine
Queen Mary University of London
Charterhouse Square

EC1M 6BQ

Dear Professor Morris

NHS

Health Research Authority

East Midlands - Derby Research Ethics Committee
The Old Chapel

Royal Standard Place

Nottingham

NG1 6FS

Title of the Database:

Linked de-identified research database for
congenital anomaly outcomes

REC reference:

16/EM/0440

IRAS project ID:

188069

Thank you for your letter of 15" November 2017. | can confirm the REC has received the
documents listed below and that these comply with the approval conditions detailed in our letter

dated 16 November 2016

Documents received

The documents received were as follows:

Document

Version Date

Other [Response to Committee]

15 November 2017

Other [CAG letter]

09 November 2017

Approved documents

The final list of approved documentation for the study is therefore as follows:

Document Version Date

Confirmation of any other Regulatory Approvals (e.g. CAG) and all 17 September 2015
correspondence [PIAG approval 2015]

Covering letter on headed paper [letterheadS04102016] 1 04 October 2016
IRAS Application Form [IRAS_Form_04102016] 04 October 2016
IRAS Application Form XML file [IRAS_Form_04102016] 04 October 2016
IRAS Checklist XML [Checklist_04102016] 04 October 2016
Letter from funder [Letter funding linkage] 31 March 2016




Letter from sponsor [QMUL Provisional Sponsorship] 03 October 2016
Other [Statement of Activities] 04 October 2016
Other [Schedule of events] 26 September 2016
Other [CAG Annual review 2016 email] 22 September 2016
Other [Response to Committee] 15 November 2017
Other [CAG letter] 09 November 2017
Referee's report or other scientific critique report [Departmental 21 March 2016
Approval ]

Research protocol or project proposal [Protocol V4 28092016] 4 28 September 2016
Summary CV for Chief Investigator (CI) [CV JKMorris] 1 20 September 2016
‘ 16/EM/0440 Please quote this number on all correspondence

Yours sincerely
N SUUTUA
Miss Vic Strutt
REC Manager

E-mail: NRESCommittee.EastMidlands-Derby@nhs.net

Copy to: Mr Tiesheng Wu, Wolfon Institute of Preventive Medicine



