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Objectives

• Understand how SOPs are used and developed 

at the MRC CTU

• What tools and templates are used at MRC 

CTU to ensure adherence to SOPs



Outline of session

• What is a SOP?

• Understanding the range of SOPs required for clinical 

trials

• How are SOPs are developed and managed at MRC 

CTU

• What tool are used at MRC CTU

– Protocol Development

– Risk Assessment

– Trial Documentation

– Safety Management



What is a SOP?

• Standard Operating Procedures

– a set of instructions that standardises a 

procedure or specific function

– writing down what you do, and do what is written 

down



Why SOPs are important in CTIMPs?

1 of the 13 core principles of ICH-GCP is:

• Systems with procedures that assure the quality 

of every aspect of the trial should be 

implemented.



The role of SOPs

• Manage compliance obligations: 

– SOPs ensure that all research conducted as part of the 
clinical trial follows national regulations, GCP, and 
institutional policies.

• Create operational efficiency: 

– SOPs ensure processes have been examined and 
optimised. They standardise common processes 
amongst all studies.

• Reduce learning curve/training of staff: 

– SOPs are a lifeline to new employees, detailing how 
activities are required to be performed, they act as a 
resource to keep everyone on the same page at all times.



The role of SOPs

• Ensure business continuity: 

– SOPs allow for continued operations in the event 

that a key staff member is unavailable. By referring 

to the SOP someone can handle an urgent task and 

do it correctly the first time.

• Quality Control: 

– SOPs help reduce errors, or variations. They 

improve the quality of the data collected, thereby 

improving the science of the study.



SOP structure at MRC CTU

SOP
High level document 

outlining requirements for 
MRC/UCL sponsored 

studies

Tools & 
Templates

Templates with standard text 
and indicators where trial 
specific details should be 

added

Working 
Instructions

More detailed guidance and 
instructions including how to 

complete templates



How SOPs are managed at MRC CTU

• SOPbox is a document management system

– ensures version control

– sends alerts when new SOPs are released

– tracks when SOPs have been read and 

understood

– produces reports to show ‘read & understood’ 

compliance

– quiz tests understanding for each SOP



SOP Quiz

• Example from Data Management SOP



SOP Quiz

• Example from Data Management SOP



SOPbox

https://moodle.ucl.ac.uk/login/

https://moodle.ucl.ac.uk/login/


Who needs to know what?

• A Training Matrix indicates which SOPs should be read 

by each role within the Unit

• SOPbox is programmed with this Matrix



MRC CTU at 

UCL



Creating SOPs

• Author(s)

– Often more than one person – working group

• Reviewer(s)

– Often several reviewers from different disciplines

• Approver

– Head of functional group



Creating SOPs

• Author(s)

– Often more than one person – working group

• Reviewer(s)

– Often several reviewers from different disciplines

• Approver

– Head of functional group



Trial Stages

Design

Set-up

Conduct

Analysis-Reporting-Publication
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Protocol Development

What the SOP does:

• Outlines the procedures for the development of a 

Trial Protocol and amendment of a Trial Protocol

• Defines the CTU’s roles and responsibilities in 

respect to local and international regulatory 

requirements. 



Protocol Template

• Provides the recommended content and format 

of the Trial Protocol

– background, objective(s), rationale, design, 

methodology, statistical considerations, and 

organisation of a trial

– must contain all elements required by current 

regulatory requirements. 



Using the Protocol Template

Standard text ensures 

adherence to Unit SOPs

Indicates where to add 

trial specific requirements



SURE Trial Protocol
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Risk Assessment

• The potential hazards, the consequences of those 

hazards, and for each hazard identified the risk, i.e the 

likelihood of adverse consequences and their impact, 

should be considered. 

• For each hazard identified, risk reduction strategies

should be considered. 

• The SOPs and Policies in place are designed to 

manage the standard risks. 

• RA reviewed by Research Governance Committee



Risk Assessment - categories

The safety and rights of participants 

o Nature of the Intervention

o Invasiveness of clinical procedures

o Vulnerability of patient group

o Data Protection and security

Project design and reliability of results 

o Aspects of design that may impact reliability of results

o Use of data for product licensing

o Data collection methods

Project management and governance

o Sponsorship arrangements

o Oversight arrangements

o Organisational complexities

Other considerations 
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Trial Documentation

• Trial Master File (TMF)

– Sponsor responsibility but can be delegated

– Details the procedure for setting up and maintaining 

a TMF in compliance with the principles of GCP 

and relevant local and international regulations. 

– Identifies the documents that form the TMF and at 

what stage of the clinical trial they are required. 



TMF Index Template
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Monitoring Strategy Lifecycle

• High level risk assessment form completed

• Consider high level monitoring needs

• Consider monitoring needs and request 

appropriate funding 

• Study risk assessment completed – identifies what 

requires oversight

• Monitoring Strategy devised

• Risk assessment is reviewed regularly

• Monitoring Strategy should be adapted accordingly

Sponsorship 

arrangement

Funding 

application

Study set-up

Study is 

ongoing



Monitoring SOP

• Outlines the minimum standards for adequate monitoring of 

trials and studies managed by MRC CTU.

• Details how trial and study teams should create project-

specific monitoring processes based on project-specific risks, 

and where these monitoring processes should be 

documented.

• Defines the MRC CTU roles and responsibilities involved in 

monitoring adherence to the study protocol, the principles of 

GCP and the applicable regulatory requirements.



Monitoring Plan

• Monitoring Plan

– includes appropriate and specific mitigation 

strategies to manage the risks identified in the 

risk assessment

Risk

Drug must be 

kept 

refrigerated

Monitoring Strategy

Check the physical storage conditions in the 

local pharmacy during an initial on site visit and 

ongoing central collection of temperature logs



Safety Management

• Needs to be considered during design, set-up 

and conduct stages.

• GCP states the Sponsor is responsible for the 

on-going safety evaluation of the IMP

• Ensures  appropriate recording and reporting of 

adverse events in order to ensure the 

continuing safety of study participants.



Safety Management SOP

SAFETY 
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Template
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WI



Pharmacovigilance (PV) Checklist

• Following identification of risks, each trial will 

complete a trial specific PV Checklist in which 

each aspect of safety management will be 

considered and responsibilities will be assigned.

– Clinical review of SAEs

– Medical coding

– Reference safety information

– Pregnancy risks



Safety Management Plan

• Describe the specific safety management and related 

activities in the trial.

• Updated throughout the life of the trial to reflect any 

changes in safety management procedures.

• Contains detailed working practices related to each 

aspect of safety management, which are adequate for 

everyday use.

• Used in conjunction with the trial protocol and PV 

checklist



SAE Form Template

• Ensures all information required for regulatory 

reporting is collected

– Seriousness criteria

– Causality assessment

– Expectedness assessment

• Standard template is helpful for database 

development



Summary

• SOPs ensure research conducted following 

national regulations, GCP and institutional 

policies.

– help reduce errors or variations

– allow operation efficiency

• SOPs should be supplemented with tools and 

templates to ensure adherence


