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Appendix 2- SOP-C-2027: Re-opening Studies During Pandemic Flowchart

Is this a decision that can take place in Leicester?

Who is the sponsor?

\ 4 \ 4 \ 4
UHL/UoL sponsor External sponsor Student research
\ 4 \ 4 \ 4
( N\ 4 N\ 4 : . .
Local decision made after Confirmation required Confirmation and written
consultation before further action can agreement from academic
supervisor required
\ ) L be taken ) \ p q

v v v

Does the Sponsor consider that the study remains viable?

A 4

Yes- upload re-open request to EDGE No- pause further checks

v

Have any amendments being or have been processed through the relevant regulatory authorities?

p \ 4
No- studies will not be re-opened until
Yes amendments have been appropriately
approved
L ¢ pp
Are there plans in place if the study needs to re-pause?
\ 4
Yes- upload any correspondence to EDGE No- discuss plans
Can study delivery be aligned with re-opening of routine NHS service in the relevant clinical
service, or would it conflict in any way?
\
v vy
4 . . . . .
Manager or equivalent- upload to EDGE
\

Is staffing currently available to re-start the study?
\ 4 \ 4

Yes- upload any correspondence to EDGE No- explore other staffing solutions

AMBER rating met until staff available
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Does re-opening the study expose participants to avoidable risk?

Where/ how are participants seen?

A 4 A 4
As Outpatients As inpatients
\ 4

Can the study process be amended to
accommodate virtual appointments
removing the need to attend hospital?

\ 4 \ 4
Yes No/ N/A
\ 4 \ 4 \ 4

Run a risk assessment to minimise risks- (e.g. PPE use, social distance/minimal contact)

.

-
Can study requirements be encompassed within ‘restoration to normal’ ]

of clinical services

\ 4

Yes No- explore/ discuss options

Re-open with a re-design of tools to minimise risks
e.g. paper based questionnaires or web-based tools instead of existing?

\ 4 \ 4
Yes N/A

v v

Can value be added by adding COVID-related questions to existing protocol by amendment and )
can any such changes be easily accommodated into existing data collection tools (CRF’s)

\ 4 \ 4
Yes N/A

GREEN rating met

Submit to R&I- via Google Form
https://forms.gle/6kQ99pu9cpvcV5iAA

\ 4
Upload all documents to EDGE — RED
LEVEL - Files — and create a folder called
Study re-opening

\’
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Google form received by R&I Office

4 N
R&I Office populate EDGE with responses
and upload any additional documents
\ J
\ 4
Speciality Support Officer to check
responses/ documents and request/ add any
further information
L J
\ 4
e N\ ]
R&l Office generate weekly Bl report Each Friday by
of new requests close of business
\ J N J
\ 4
e N\ [ N
R&I Manager to send re-open requests to Each Monday
Support Services and CRN by 10am
\ J N J
\ 4
e N\
Each Tuesday
Review Panel meet to ratify new requests afternoon
\ J . )
N\ B\
J Support Services and CRN Within 72 hours
respond or raise exception (by Thursday 10am)
\ J N J
\ 4
4 N
R&I Office update EDGE with Each Thursday
response or exception after 10am
o _/
A 4 \ 4
4 N N
. . No exception
Exception raised .
raised
\ J J
\ 4
I N\ 4
. Report collated Speciality Support Each Thursday
Each Friday .
and sent to Officer sends after 10am
Review Panel approval email
) ; \_
\ 4
-
Each Tuesday Review Panel meet
to ratify exceptions
_/
\ 4
r
R&lI Office upload
outcome to EDGE
\ J
\4

Speciality Support

Officer sends
approval email
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