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DEFINING THE DENOMINATOR

The ELF2 Study will be conducted across at least thirty sites in England, Scotland and Wales. It is important that we
capture key site information from you as soon as possible. Please review the protocol prior to completing this form.

Factors included in the selection of sites for the study are:

e The site will regularly perform emergency laparotomies
e The Principal Investigator (Pl) must have trial experience according to Good Clinical Practice (GCP)
e Alllocal collaborators must have GCP training

Note the following will be expected of sites participating in this study:

e All staff involved with the study must be informed about and read the protocol

e The study must be conducted in accordance with the most recent version of the protocol

e The study will be conducted in accordance with the principles of ICH GCP and applicable regulatory
requirements

e The site will maintain Investigator Site Files which will contain all documents essential for the conduct of
the study

e All study data will be submitted in a timely manner using relevant Case Report Forms (CRFs)

Please return this completed form plus a CV for the Principal Investigator (maximum 2 sides A4)
by Email no later than 30" September 2019 to:

ELF2study@gmail.com

Principal Investigator details

Title:

First name:

Initials

Surname:
Qualifications:

Site name & NHS Trust:
Full address:

Tel:

Email:

Main employer (e.g.
NHS Trust):

State details of any
honorary contracts:
Date of last GCP
training:

Are you interested in | Yes [_]
participating in this | No [_]
study?

Comments:
Do you have any | Yes[ |
conflicts of interest for | No [_]
this study?

Comments:
Are you happy to be | Yes[ |
listed as Plon any | No []

applications?

Comments:

The ELF2 Study Declaration of Interest
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DEFINING THE DENOMINATOR

Recruitment

How many patients | Please use actual figures rather than an estimate, either from NELA data or from theatre logbooks
aged 65 and over
underwent emergency
laparotomy in your
department in any
three month period in
2016?

Participants will be | List all hospital names & their NHS trust where emergency laparotomies may occur
identified at:

Which radiological
imaging system is used
at your site? (e.g PACS)

Would your site be | Yes [ ]
able to transfer PACS | No [ ]
images for central
analysis? | Comments:

Site contact details

Details of named Title Full Name Tel no. E-mail

trainee lead at your
site:

Please list any other

trainees to be involved

in data collection:

*SSI INFORMATION FOR SCOTTISH AND WELSH SITES ONLY - SSI FORMS NO LONGER REQUIRED FOR SITES IN ENGLAND*

Indicate who the SSI Title Full Name Tel no. E-mail

form should be
transferred to for

completion:
Key Research and Development information
Please list details of Title Full Name Tel no. Email
the R&D contacts at
your site:

Please provide details
of R&D approval
processes for your
trust e.g. dates of any
review meetings:

Research Site Agreement Information

R&D contact: (to
whom draft RSA
should be sent for
review)

Principal Investigator Sign Off

Name (print):

Signature: Date: / /

Thank you for completing

The ELF2 Study Declaration of Interest



