PARTNERS HUMAN RESEARCH QUALITY IMPROVEMENT PROGRAM
GUIDANCE FOR CLINICAL RESEARCH
SOP WRITING
PURPOSE
The purpose of this guidance is to assist principal investigators and study staff with the writing and development of their own standard operating procedures (SOPs).  The recommended process/format should be followed:

Department (specify department, institution)

Standard Operating Procedure 

Version #:  _______


Effective Date: ________

I. 
Standard Operating Procedure For Writing SOPs 


1.0 
Purpose/Scope:
1.1
This procedure describes the standard format and method for establishing standard operating procedures at this investigational site.

1.2
This procedure is intended to meet FDA federal regulations (21 CFR 50, 56, 312,  314, 600, 812) as well as Good Clinical Practice Guidelines.


2.0
Responsibilities:
2.1
The clinical research staff is responsible for preparing and complying with SOPs at this site.


3.0
Procedures:
3.1
Writing the SOP:

3.1.1
After identifying need for SOP, the author decides on the level of detail for the SOP.

3.1.2
The author prepares a step by step task list of the activity including who is responsible for each activity.

3.1.3
Each activity is evaluated for efficiency, effectiveness, and compliance with FDA regulations, guidelines and institutional policy. 

3.1.4
Tools are designed and (attached where applicable) to be used with the SOP such as forms, templates, logs, checklists, etc.

3.1.5
The first draft of SOP is completed. Each SOP is reviewed (include by who) for accuracy and feasibility.

3.1.7
All comments and revisions are evaluated and are included in the final version as appropriate.

3.1.8
The final version (including version dates) is completed and distributed to clinical research staff. 

3.2
Format:

3.2.1
SOP Cover Page:



Include SOP version number, bulletin, scope, effective date and title of SOP.

3.2.2
Title of SOP:



          Include a title that is descriptive but not too long.

3.2.3
Bulletin:



          Include implementation plan and revision history

3.2.4
Scope:



          Include audience to whom the SOP applies.


3.3
Purpose of SOP:



Include the objective of the SOP.


3.4
Responsibilities:

Include who is responsible for oversight of the SOP, performing the activities, or other procedure responsibilities.


3.5
Procedures:

Includes the tasks or step by step procedures necessary to complete the activity.  Include definitions as necessary.


3.6
Regulations and Guidelines:



List applicable regulations and guidelines (e.g. ICH GCP, PHRC)


3.7
Reference:

List applicable references used in the creation of the SOP.  May include other SOP related to current SOP


3.8
Definitions/Acronyms:



Include key terms used in SOP

3.9
Attachments

Attach forms, checklists, flowcharts, or other additional information that supplements the procedural activities described in SOP.

4.0
Implementation:

4.1.1
After the SOP is finalized, the author distributes copies to all clinical research staff.

4.1.2
As each SOP is implemented, a training session is conducted to ensure that all study staff understands the requirements of the SOP and each person can complete their responsibilities as designated in the SOP. Documentation of the training session is maintained in the personnel training record. 

4.1.3
Principal Investigator supports the SOP and the required tasks are to be performed at this site.

5.0
SOP revisions:

5.1.1
Each SOP is reviewed annually. Revisions are made accordingly to account for changes in regulation, site procedure or institutional policy.

5.1.2
Revisions are labeled as such with an effective date and a new version date.

5.1.3
A copy of the revised SOP is sent to each staff member who is instructed to destroy the previous version of the SOP.

5.1.4
All previous versions of the SOP are kept on file in room # 1-23.
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