NHS

Health Research Authority

National Research Ethics Service

NRES Committee North West - Preston
Barlow House

3rd Floor

4 Minshull Street

Manchester

M1 3DZ

Telephone: 0161 625 7818
Fax:0161 625 7299

10 November 2014

Dr Christian Selinger

Consultant Gastroenterologist

Leeds Teaching Hospitals NHS Trust
St James Hospital

Gastroenterology

Beckett Street, Leeds

LS9 7TF

Dear Dr Selinger

Study title: Women with IBD: perceptions and experiences of
fertility and pregnancy

REC reference: 14/NW/1391

IRAS project ID: 163014

Thank you for your response. | can confirm the REC has received the documents listed below
and that these comply with the approval conditions detailed in our letter dated 30 October 2014

Documents received

The documents received were as follows:

Document Version Date

Letters of invitation to participant 2 06 November 2014
Other [email invitation] 1 04 November 2014
Participant information sheet (PIS) 2 04 November 2014
Validated questionnaire 2 04 November 2014

Approved documents

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

Document Version Date

IRAS Checklist XML [Checklist_10112014] 10 November 2014
Letters of invitation to participant 2 06 November 2014
Non-validated questionnaire 08 October 2014




Other [emall invitation] 1 04 November 2014
Participant information sheet (PIS) 2 04 November 2014
REC Application Form [REC_Form_13102014] 13 October 2014
Referee's report or other scientific critique report 23 September 2014
Research protocol or project proposal [Protocol] 1 20 August 2014
Summary CV for Chief Investigator (CI) [CV]

Validated questionnaire 2 04 November 2014

You should ensure that the sponsor has a copy of the final documentation for the study. It is the
sponsor's responsibility to ensure that the documentation is made available to R&D offices at all

participating sites.

| 14/NW/1391 Please quote this number on all correspondence |

Yours sincerely

b

Mrs Carol Ebenezer
REC Manager

E-mail: nrescommittee.northwest-preston@nhs.net

Copy to: Dr Derek Norfolk
Anne Gowing



