Process for gaining approval for amendments to research studies at

Speak to line manager and
Pl if unsure changes can
be implemented. If still
unclear contact the

Sponsor’s study team
directly to clarify (cc
contact.noclor@nhs.net)

Whittington Health NHS Trust

Notification of amendment received
from the Sponsors study team

Review summary of proposed
amendment

Amendments process v1.1
15/08/2018

Forward amendment to

contact.noclor@nhs.net for

approval

(Noclor will process the documents
and email the relevant ICSU Clinical
Director for approval)

Update the amendment log on the |
drive

Once approval attained, save the
new study documents and approval
email in the study | drive folder, file

paper copies in the site file and
update the amendment log

Disseminate amendment update to
relevant team members

Implement any approved changes at
site

Note: Do not implement the
amendment until you have
received the approval
confirmation email from
Noclor. If the Sponsor doesn’t
receive any objection or
response within 35 days the
amendment can be
implemented regardless




