HSCR-FLOWO0O07 GCP Breach and Protocol non-compliance

GCP breach or protocol non-compliance identified

Cl to complete HSCR-FORMOO7 to document the event and
use table 1in the HSCR-50P004 to categorise the event.

Cl to Determine any immediate or longer term correctative

and preventative actions (CAPA) to be undertaken as a result

of the deviation or breach and implement any immediate
actions required.

Cl to send HSCR-FORMOO7 to the Clinical Research
Governance Team (sponsorship@lancaster.ac.uk).

Y

Medical Device Trial wil

CRGT to verify category and action plan and communicate any
further actions to be taken to the CI. This will be done in
collaboration with the Health and Social Care Research

Sponsorship Committee (HSCRSC).

Lancaster
University

or Major non-CTIMP/nan-device breaches or deviations———————————————

For medical device trials, all breaches or deviations
should be reported to the MHRA as soon as the
sponsor is made aware, using the MHRA’s protocol
deviation tracker Excel template and email

to info@mhra.gov.uk.

rious non-CTIMP/non-device breaches or deviations—————————————————]

Q0

Serious (cat A) non-CTIMP/non-medical

device breaches or deviations: the CI
should work with the sponsor to complete
the required REC form and notify the REC
who gave the original favourable opinion
within 7 days of becoming aware. The Cl
should then continue to implement the
action plan agreed.

Minor or Major {C and B) non-CTIMP/
non-medical device breaches or
deviations: the CI should work with the
sponsor to implement the appropriate
action plans and continue to monitor the
study progress.

Cl/Research Team to continue to implement and work on CAPA

4

Cl/Research Team and CRGT should save the form and/or
excel in the study files.

l

ClfResearch Team must notify the site of the event and liaise
with them to implement any action plans at site.

CI/Research team to work with CRGT to review risk

assessments, and submit any amendments where required as
a result of the breach.
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