
Standard Operating 
Procedures (SOPS) on SOPS

Who, What, When, Where…. HUH?
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Aryn Knight, BS, 
CCRP

Associate VP, Clinical Research

Memorial Hermann Health System

SOCRA Chapter Chair – Houston

SOCRA National Board Member

I have no conflicts to disclose.  

All views expressed during today’s  event are my opinions and experiences and not representative of any 

affiliated institution.
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Objectives:

◦ Define why we need to have an 
SOP on SOPs in clinical 
research.

◦ Understand the SOP 
development process.

◦ Review the sections and content 
included in the SOP on SOPs.



PURPOSE OF A SOP

SOPs are used to help ensure consistency and compliance in 
the conduct of  clinical research. 

SOP on SOPs allows us to maintain that consistency and remain 
compliant. 



ICH 

Good Clinical 
Practice 

E6 (R3)

◦ Standard Operating Procedures (SOPs) Detailed, documented 
instructions to active uniformity of  the performance of  a specific activity

◦ Audit A systematic and independent examination of  trial-related activities 
and records performed by the sponsor, service provider (including contract 
research organization (CRO)) or institution to determine whether the 
evaluated trial-related activities were conducted and the data were recorded, 
analyzed and accurately reported according to the protocol, applicable 
standard operating procedures (SOPs), Good Clinical Practice (GCP) 
and the applicable regulatory requirement(s).

3.10.1.3 Risk Control

◦ (a) Risk control should be proportionate to the importance of  the risk to 
participants’ rights, safety and well-being and the reliability of  trial results. 
Risk mitigation activities may be incorporated in protocol design and 
implementation, monitoring plans, agreements between parties defining 
roles and responsibilities, systematic safeguards to ensure adherence to 
SOPs, and training in processes and procedures.

3.12.1 Noncompliance

◦ Noncompliance with the protocol, SOPs, GCP and/or applicable 
regulatory requirement(s) by an investigator/institution or by member(s) of  
the sponsor’s staff  should lead to appropriate and proportionate action by 
the sponsor to secure compliance.



SOP Development Process:
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IT IS TIME TO WRITE….
Where do I start?
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FIRST STOP
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SOP 

on 

SOPs
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So why a SOP on SOP?
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Examples of  SOP Categories:

10

Administrative

Study Initiation

Patient Management

Protocol Management

Data Management

Q/A

Archive

SOP on SOPs

Where does 

SOP on 

SOPs fall?



What do we need 
to consider?

1. Writing

2. Reviewing

3. Approving

4. Archiving

5. Sharing SOPs

6. Training

7. Availability
11
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WRITING



SOP Sections:
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1. Purpose/Scope -  A brief  statement explaining the background/context, description of  the procedure to be performed, specific aims to 
be accomplished, and/or rationale for the SOP. 

2. Definitions and Acronyms – Define significant terms and acronyms used throughout the SOP. These terms should be listed in order of  
appearance within in the SOP; not alphabetical order. 

3. Procedure - Details outlining the procedures with attachments of  examples if  applicable. Attachments should be references as 
Appendixes and included at the end of  the SOP after the signature section.

4. Document History – The revisions made for the SOP. Document what changes have been made and the date they were approved. 

5. Review and Approvals – SOPs should be signed by the author and the executive approver with the date of  approval that signifies the 
SOPs are aligned with internal policies. 

6. References – Referenced materials used within the SOP.  

7. Appendices – The SOP referenced examples, forms or templates.



SOP Sections:
1. SOP Purpose – Identifying the need for the SOPs

2. SOP Format – What is the styling of  the SOP?

◦ Header/Footer requirements

◦ Font requirements

◦ Numbering system

3. SOP Written Elements

4. SOP Finalization

◦ Education/Training

◦ Maintenance

◦ Archiving

5. Appendices



Purpose/Scope Examples:

SOP Examples: 

The University of  Utah

University Hospitals Cleveland Medical Center

Texas Heart Institute



Definitions and Acronyms Examples:

SOP Examples: 

The University of  Utah

Texas Heart Institute



1. SOP Purpose – Identifying the need for the SOPs

2. SOP Format – What is the styling of  the SOP?

◦ Header/Footer requirements

◦ Font requirements

◦ Numbering system

3. SOP Written Elements

4. SOP Finalization

◦ Education/Training

◦ Maintenance

◦ Archiving

5. Appendices

SOP Sections:



SOP Format:  Font & Numbering

SOP Examples: 

Texas Heart Institute

www.nidcr.nih.gov

State the font and styling requirements for all the SOPs to follow.



SOP Format:  Header/Footer

The following elements are contained in the template:  

Document Header, including: 
• SOP Name: Brief  and descriptive

• SOP Number: a unique identification number.  

• Version Number

• Version Date: Date of  the current version of  the procedure. This is the date of  the 

last/final review, and this date is not necessarily the same as the date accompanying the 

approvers’ signature.  

• Page Number (header or footer



Header Examples:

SOP Examples: 

www.fda.gov/media/88761/download

University Hospitals Cleveland Medical Center

Texas Heart Institute

The University of  Utah



1. SOP Purpose – Identifying the need for the SOPs

2. SOP Format – What is the styling of  the SOP?

◦ Header/Footer requirements

◦ Font requirements

◦ Numbering system

3. SOP Written Elements

4. SOP Finalization

◦ Education/Training

◦ Maintenance

◦ Archiving

5. Appendices

SOP Sections:



SOP Written Elements:
SOP key elements should include the following: 

1. Rationale

2. Scope

3. Definitions/Acronyms 

4. Procedures

5. References (?)

6. Version/revisions

7. Signatures

Define what each of  

these sections and the 

requirements for each 

section.



1. SOP Purpose – Identifying the need for the SOPs

2. SOP Format – What is the styling of  the SOP?

◦ Header/Footer requirements

◦ Font requirements

◦ Numbering system

3. SOP Written Elements

4. SOP Finalization

◦ Education/Training

◦ Maintenance

◦ Archiving

5. Appendices

SOP Sections:



SOP Approval Process

Define the SOP approval process: 

• Should be approved by management

• Date of  approval should be documented

• Significant changes should also be 

approved

SOP Example: 

University of  Utah



SOP Finalization:   Education

SOP Examples: 

Texas Heart Institute

Baylor College of  Medicine - Urology



SOP Finalization:   Education

SOP Examples: 

University of  Utah

University Hospitals Cleveland Medical Center



Ways to Educate on your SOP:

• Team training meeting and training log

• Email notification and acceptance email for 
documentation.

• Independent review: Trainee signing verification of  
independent review. 



SOP Training Log

Examples: 

◦ Texas Heart Institute

◦ NIH Training Log Tool



SOP 
TRAINING: 

 EMAIL 
NOTIFICATION



SOP Training: Independent Review



SOP Finalization: 
Maintenance

◦ SOP required review

◦ SOP storage/publication

SOP Examples: 

Baylor College of  Medicine – Urology

University of  Utah

University Hospitals Cleveland Medical Center



Version Control:
SOP Examples:

MDSAP QMS New Document Proposal

Texas Heart Institute

List each version number, its effective date, and the 
reason for the version  

A separate document can be kept but should sufficiently 
detail changes made to an SOP, what parts were affected 
and when the changes become effective.

Properly archive an outgoing version and - all existing 
copies - to avoid unnecessary confusion.

Continue to give updated and revised controlled 
documents a new version number (01, 02, etc.) and a 
current effective date 

Document periodic review and updating by maintaining 
modifications for each document version.



SOP Finalization: 
Archiving

o SOP version control

o SOP retirement plan

SOP Examples: 

University of  Utah

John Hopkins

Baylor College of  Medicine – Urology



SOP Sections:
1. SOP Purpose – Identifying the need for the SOPs

2. SOP Format – What is the styling of  the SOP?

◦ Header/Footer requirements

◦ Font requirements

◦ Numbering system

3. SOP Written Elements

4. SOP Finalization

◦ Education/Training

◦ Maintenance

◦ Archiving

5. Appendices
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Appendices:

SOPs on SOPs

SOP Examples: 

Texas Heart Institute



FINAL REVIEW: DESIGN PROCESS

https://www.interfacing.com/sop-development
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SOP FINAL PRODUCT







SOPs on SOPs

References:
◦ University of  Utah: https://qualitycompliance.research.utah.edu/_resources/documents/uusop/uusop-01_sop_process.pdf

◦ University Hospitals of  Cleveland: https://www.uhhospitals.org/-/media/Files/For-Clinicians/Research/clinical-research-

sop-manual.pdf?la=en&hash=90B17F1B80AA9FCD754ED989B53222F557613696

◦ Texas Heart Institute: Created by me with permission for SOCRA to share.

◦ NIH NIDCR: https://www.nidcr.nih.gov/research/human-subjects-research/toolkit-and-education-materials/interventional-

studies/planning-and-start-up

◦ FDA Medical Device: https://www.fda.gov/media/88761/download

◦ BCM Urology: Created by Linda Higgins with permission for SOCRA to share.



Thank
you!!

Aryn.Knight@MemorialHermann.org
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