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1, Introduction

This Standard Operating Procedure (SOP) details the University Hospitals of Leicester
NHS Trust (UHL) procedures for managing amendments in research studies where the
UHL is acting as the Sponsor Organisation.

2 Scope 6

This SOP applies to all individuals involved in research studies sponsored b @

®
3. Background K\Q

It is recognised that from time to time approved documentation used(% research study
requires amendment and in some that additional documents arej;eﬁylre

e"ated the Sponsor must

Before amendments to any study documentation are i
review and provide authorisation for submission to the ant regulatory bodies. i.e.
Medicines & Healthcare Regulatory Agency (MH esearch Ethics Committees
(REC), Health Research Authority (HRA) and NH®&rusts (R&l).

In cases where amendments are as a direct 1 of urgent safety measures, the
approval can be obtained retrospectively. safety measures are covered in SOP
$-1026 UHL

4, Definitions C)Q

Qective there are two types of amendments, but the
gdments, including those that are simple administrative

Essentially from a regulatg#y
sponsor must review all
changes.

4.1 Substantia@ments:

Subs!% amendments to the conduct of a research study may arise from changes
otocol or from new information relating to the scientific documents in
C@ t of the study. Amendments to the study are regarded as ‘substantial’ where

are likely to have a significant impact on:

2. The scientific value of the study, or
3. The quality or safety of any IMP used in the study, or
4. The conduct or management of the study

00 1. The safety or physical or mental integrity of the subjects, or

For further examples of substantial amendments please see HRA Guidance.
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4.2 Non-Substantial Amendments:

Non-Substantial amendments can be defined as amendments that do not have
any significant implications to:

e the conduct of the research
e the participants of the research

L]
L]

scientific value \@

management

Examples of Non-Substantial amendments can be found on th

4.3 All other amendments

Other amendments may include corrections to spe contact details of the
research team members or Clinical Research As Officer / Organisation or
anything not covered by either Substantial or N& bstantial definitions.

5. Procedures \

All proposed amendments to any researc@ocumentation must be reviewed and
authorised by the Sponsor prior to ission to any regulatory agency or
implementation, with the exception of Safety Measures. It is the responsibility of
the Sponsor to make the final decis'@éto the nature of the amendment.

5.1 Substantial Amend e@

All documentation ing to the proposed substantial amendment must be
submitted to th onsor via uhlsponsor@uhl-tr.nhs.uk prior to submission to the
MHRA, REC & Trust R&I Offices. The Head of Research Operations or a
delegatey” Y, il undertake a review of the documents and ask for further
informatiefh\or clarification as necessary. An initial review will be completed
wi\l;{ 4 days of submission of a valid amendment.

there are changes to the protocol, to planned recruitment, addition of sites

quipment additional approvals will be required from the relevant support

Q epartments before a Sponsor authorisation is given. E.g. Finance, Pharmacy,
Medical Physics, etc.

\QQ The Head of Research Operations or a delegate will complete the Amendment
Sponsor Green Light Process once all queries and revisions have been satisfied.
The Head of Research Operations or a delegate will notify the Chief Investigator
or Point of Contact that authorisation is given to proceed with the application to
relevant regulatory authorities and will confirm the nature of the amendment.

The link here is for the MHRA guidance on how to submit amendments for
Clinical Trials of Investigational Medicinal Products.

SOP $1018 UHL Process for Sponsor approval of amendments or additions to documents for studies already Sponsored by University Hospitals of Leicester NHS Trust (UHL)Page 3 of 6

Version 4 — February 2017
Next Review: November 2018

NB: Paper coples of this document may not be most recent version. The definitive version is held on the R&I Office website. htip /lwww. leiceslersresearch nhs.uk/



: 'fr_ INHS

N RESEARCH . University Hospitals
[',_' ] &INNO VATION of LehiﬁsTtues:

The link here is for HRA quidance on how to submit amendments to the
REC/HRA for both CTIMP studies and Non-CTIMP studies.

5.2 Multi-centre studies

In cases of Multi-centre studies, there is a requirement for each site to confirm or
reject implementation of the amendment within set time frames as indicated on
the HRA Website. It is the Chief Investigator's responsibility to ensure ﬂ%he
Sponsor has received copies of relevant approvals and confirmatio city
and capablllty from each site in order for the Amendment Sponsor G ght to
be given. The Chief Investigator must ensure that amentiments are not
implemented at sites prior to receipt of the Amendment Sponsor: %en Light.

5.3 Non-Substantial Amendments
All documentation relating to the proposed Non-Sub Qmendment must be
copied to the ~Sponsor via the R&l Office in p the submission to the
REC/HRA & Trust R&l Office as appropriate.

Further guidance on the submission of Mon-Substantial amendments can be
found at the links under Substantial Am ts.

&

ulatory approval under Substantial or Non-
sent to the Sponsor for information purposes

54 All other amendments

All documentation not requirj
Substantial processes mu
only, prior to implementati

6. Urgent Safety MeasuresO
S

7
In cases where Urg “ﬁ%’fety Measures (USM) are required, it is acknowledged that is
not always app o wait until Sponsor authorisation has been granted. In these
cases, the am %ﬁnt will be reviewed retrospectively. Urgent Safety Measures are
also referen OP S-1026 UHL

The Spdfisor must ensure that the REC, HRA & MHRA are notified of the USM
imm iafely and in any event within 3 days, that such a measure has been taken, and
“““o why it has been taken. Notice to the MHRA should initially be done by
one and followed by notification in writing which must be sent within 3 days, setting

&Xhe reasons for the USM and the plan for further action.

SOP $1018 UHL Process for Sponsor approval of amendments or additions to documents for studies already Sponsored by University Hospitals of Leicester NHS Trust (UHL)Page 4 of 6

Version 4 — February 2017
Next Review: November 2018

NB: Paper copies of this document may not be most recent version. The definitive version is held on the R&I Office website. hilo /iwww.leiceslersresearch nhs uk/



e
|

(3 NHS|

XX ' RESEARCH. University Hospitals
L ] &INNOVATION of Leicester
= NHS Trust

7 Responsibilities

Responsibility Undertaken  Activity
by

1| Sponsor Head of Confirm nature of amendment - Substantial, n-
Research Substantial, All other amendments or Urgent S%
Operations | Measures. %
or delegate w b

2| Chief Chief Ensure all relevant amendment documenta{ioc@mitted

Investigator Investigator | to the Sponsor for review and authorisation}_g-\

or their y
delegate Q

3| Sponsor Head of Liaise with the Chief Investigatpfinduring review of
Research amendment documentation
Operations @
or delegate }(\

4| Sponsor Head of Confirm authorisation hief Investigator giving
Research permission to submit @ regtatory authorities as required
Operations | or to implement a ment when it is not deemed a
or delegate | Substantial or No tantial amendment
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