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1. INTRODUCTION

ICH GCP 1.55 states that a Standard Operating Procedure (SOP) can be defined as
a delegated written instruction/task.

The purpose of a well written SOP is to:
- Ensure consistency in undertaking tasks/procedures
- Facilitate training of new research personnel
- Provide a chronological order for the development of procedures
- Ensure regulatory requirements are incorporated into South Eastern Health &
Social Care Trusts procedures

In order to achieve adherence to the principles of ICH GCP it is essential to have
properly drafted SOPs covering all aspects of study functions.

2. OBJECTIVE

The objective of this Standard Operating Procedure (SOP) is to provide a generic
SOP template and general instructions on how SOPs should be written, reviewed,
implemented and managed.

3. SCOPE

All non commercial research undertaken in South Eastern Health & Social Care Trust
requiring registration with the MHRA. All staff with responsibility for generating and
managing SOPs.

Commercial research sponsored by pharmaceutical industry is exempt from this SOP
as it is standard practice for these companies to have in place their own robust
SOPs.

4. PROCESS
4.1 Trust Research SOPs

The Trust Research Office will maintain a set of Standard Operating Procedures
(SOPs) to describe and govern the activities of the research office and the research
studies that take place within the Trust. Research Office and Research staff are
required to follow these SOP’s while implementing, conducting and managing a
research study in order to achieve and maintain high standards of quality and meet
regulatory requirements.

4.1.1 SOP Originator
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The Research Manager will be responsible for ensuring all Trust research activities
are supported by appropriate SOPs. The Research Manager or designee will
develop, or assign appropriate staff to develop, a standard operating procedure.

It is strongly recommended that where SOPs for research involve other departments
like pharmacy, radiology etc. that guidance and information should be sought from
the appropriate Trust Department. For SOPs involving clinical areas,
legislation/litigation, complaints, health & safety or risk then the manager’s advice
from within the relevant function in the Trust should be sought.

4.1.2 Numbering

Each SOP will be assigned sequential numbers with a prefix of
SOP/RAD/SEHSCT/XXX

Where there is a requirement for a new SOP, they will be given the next sequential
number.

4.1.3 Format

Documents should be prepared using the standard word processing software. The
recommended font for the bulk of the text is Arial font, size 12.

A standard operating procedure will consist of the following elements:
e Header that includes the organisation name

e Footer that includes a document number, a version number, the page number
and total number of pages

e Title page that includes (Appendix 1)
o The title of the SOP
SOP Number
Version Number
A ‘supersedes’ heading, if applicable, which identifies the previous
version of the SOP
The effective date of the SOP
The review date of the SOP
Printed name of the author
Printed name and signature of the individual who approved the
document, with approval date

o O O

o O O O

e Version history page that includes
o The version number
o The date
o The author
o The reason for making a change to the SOP

¢ Numbered sections that normally include
o Section1l: Introduction
o Section 2:  Objective: What is the procedure trying to achieve
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o Section 3:  Scope: What areas of work are to be covered by the
procedure
o Section4: Process: Description of how the task is carried out
o Section5: References/Regulations/Guidelines/SOP Links etc.
o Section 6:  Appendices
Additional sections may be added if required by the author.

4.1.4 Versioning

All SOPs must have a version number. Drafts will be numbered from V0.1, Final
versions will be numbered as V1.0. At the revision date, if no change is necessary
the version will remain V1.0. If a revision is necessary, revisions will be numbered
V1.1 with subsequent versions numbered V1.2, V1.3 etc. Substantial revisions will
be numbered V2.0 with subsequent versions V2.1, V2.2 etc

4.1.5 Approval

If an SOP has not been written by the Research Manager then they should review
the SOP before presenting for approval. When required a draft of the SOP should be
presented to the Trust Research Committee for review. A standard operating
procedure must be approved and signed off by the Associate Medical Director
(Research) before implementation. Similar authorisation is required before an SOP
can be superseded.

4.1.6 Implementation

Once an SOP has taken effect, staff governed by the SOP should be informed of the
SOP. Similarly, when an SOP is superseded, they should be informed as soon as
practicable. Staff members governed by SOP’s will document their familiarity with
relevant SOP’s by means of a signed statement acknowledging receipt (Appendix 2).

The Research Manager will maintain a master file of all SOPs with the original
signature for reference, with a master list of SOPs and arranged in numerical order
(Appendix 3). One copy will be filed in the Research Office SOP file kept in the
department so all office staff governed by SOP’s will have ready access to them.

4.1.7 Review

The Research Manager or designee will routinely review the set of current SOP’s
every 2 years, assisted by the staff members who participated in their development.
Review of an SOP can take place between this routine schedule if there are any
changes to regulations, Trust policies etc. As necessary, the Research Manager or
designee will develop new SOP’s, revise current SOP’s or retire them. Performance
of the review will be confirmed by the signature of the Research Manager or
designee on the SOP Review Schedule (Appendix 4). The reasons for revision of a
SOP will be outlined on the SOP version history.

4.1.8 Archive
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A SOP Document Control File will be maintained containing the SOP Review
Schedule and superseded SOPs. The central set of SOP’s, including those that
have been superseded, will be available to auditors from sponsors or regulatory
agencies.

4.1.9 Waiver of SOPs

Under certain exceptional circumstances it might be acceptable to deviate from an
SOP. Any exceptions to the Trust Research Office SOP’s authorised by the
Associate Medical Director for Research for a particular research project will be
explicitly documented in the Research Office study file and/or Trial Master File, as
appropriate.

4.1.10 SOP Violations

Any deviation from the Trust Research Office SOPs that is not authorised must be
reported to the Research Manager. The Research Manager will document the SOP
violation with any actions taken in a memorandum filed in the Research Office study
file and/or Trial Master File, as appropriate. The Associate Medical Director
(Research) will be informed as appropriate.

4.2  Study Specific SOPs

Study Specific SOPs will be written in accordance with sponsor’s requirements and
on the instructions of the CI for the study. They should be in place for all clinical trials
for which this Trust is acting as research sponsor. In the event that this Trust is not
acting as sponsor, and the sponsor has not issued this site with any study specific
SOPs, then the PI for this Trust will be required to generate all local study related
SOPs.

4.2.1 SOP Originator

SOPs should be generated and reviewed by individuals who have the appropriate
experience and expertise to constructively contribute to the proposed content of the
SOP. For study specific SOPs this can be delegated by the Chief Investigator.
However as Cl, they will always remain ultimately responsibility for ensuring that
SOPs are adequately prepared, maintained, upheld and distributed to the relevant
members of the study team, and other research sites as appropriate.

4.2.2 Numbering

The format for numbering SOPs described in section 4.1.2 can be used as a guide
when developing study specific SOPs.

4.2.3 Format

The format for SOPs described in section 4.1.3 can be used as a guide when
developing study specific SOPs.

4.2.4 Versioning
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The method of versioning SOPs described in section 4.1.4 can be used as a guide
when developing study specific SOPs

4.2.5 Approval

It is recommended that Study Specific SOPs should be approved and signed off by
the CI/PI before implementation. Similar authorisation is required before an SOP can
be superseded.

4.2.6 Implementation

SOPs should be distributed to all relevant staff. Alternatively, all relevant staff should
be directed to where the SOP is kept and instructed to read it. All members of the
research team are required to comply with those SOPs pertinent to their
responsibilities. Once staff have read and understood the SOP they should sign an
SOP Acknowledgement of Receipt (The template provided in Appendix 2 can be
used as a guide). The Acknowledgement of Receipt should be filed in the Trial
Master File (TMF).

The master SOPs should be filed in the TMF and study staff informed of their location
4.2.7 Review

If the trial is of any significant duration an SOP review is recommended every two
years. Any amendments to an SOP must be agreed by the Author and CI/PI, and
any Data Monitoring Committee as may be in place for the trial. All review comments
and discussions should be documented and retained.

4.2.8 Archive

All previous SOPs should be securely archived and only the active, current copy
retained in the TMF.

4.2.9 Waiver of SOPs

Under certain exceptional circumstances a waiver of a procedure in a SOP, agreed
by the CI/PI, may be acceptable, but this should be documented in the TMF.

4.2.10 SOP Violations

Any deviation from the Study Specific SOPs that is not authorised should be reported
to the CI/Pl. Causes and reasons for SOP violations should be documented and filed
in the TMF together with a log of any remedial action taken.

5. REGULATIONS, GUIDELINES, REFERENCES, SOP LINKS ETC.

ICH Harmonised Tripartite Guideline, Guideline for Good Clinical Practice E6(R1)
1996
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Appendix 1 SOP Template

m South Eastern Health
4 and Social Care Trust

Standard Operating Procedure (SOP)
Research and Development Office

Title of SOP:

SOP Number:

Version Number:

Supersedes:

Effective date:

Review date:

Author:

Approved by:

Signed:

Date:

Version History:

Version No. Date

Author

Reason for Change

Table of contents

1. Introduction

2. Objective

3. Scope

4. Process/Procedure

5. Regulations, Guidelines, references, SOP Links etc

6. Appendices
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Appendix 2 Acknowledgement of Receipt
m South Eastern Health
4 and Social Care Trust
Acknowledgement of Receipt

To: TITLE FIRSTNAME SURNAME

Please confirm receipt of the enclosed SOP(s) and confirm that you have read and
understood the document(s) listed below. Should you have any questions please do
immediately contact the Research Manager/Chief Investigator (delete as
appropriate): for clarification.

SOP: Version: Effective date: | New SOP/ : Revised SOP**:
[] []
[] []
[] []

** Please remove any superseded SOP(s) from circulation

Read and Understood:

Signature: Date:

Received by Research Manager/Chief Investigator (delete as appropriate):

Comments:
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Signature:

Date:

Appendix 3 List of Standard Operating Procedures
m South Eastern Health
J and Social Care Trust

List of Standard Operating Procedures

SOP Number

Version

Title of SOP

Effective
Date

Review
Date
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Appendix 4 SOP Review Schedule

Hs0)

South Eastern Health
and Social Care Trust

SOP Review Schedule

SOP: SOP NUMBER, TITLE

Version

Review Date

Revision
Required

Signature

Implementation
Date/Version

Next Review
Date

] No

[]Yes

] No

[]Yes

] No

[]Yes

] No

[]Yes

] No

[]Yes

] No

[]Yes

] No

[]Yes

] No

[]Yes

] No

[]Yes

] No

[]Yes

] No

[]Yes
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