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Standard Operating Procedure 

1. Purpose
Standard Operating Procedures (SOPs) are documents containing detailed written instructions agreed by the group relating to common or important tasks and practices. They may be mandatory or advisory.

This SOP describes the preferred method for preparing, approving and updating all SOPs.


2. Scope

All clinical trials relating to malaria and tuberculosis within the group at the [department].

3. Responsibility

Content and updating of individual SOPs are the responsibility of the author (or successor).

All research staff are responsible for working in accordance with published SOPs.

All research staff are responsible for identifying errors or omissions from SOPs affecting their work and notifying the Principal Investigator (PI) or author of the SOP.

4. Procedure

4.1. Preparation

(
Authors of SOPs should be established members of the research team with experience of the area covered by the SOP. 

(
New SOPs should be generated when the need for a standard procedure has been identified by consensus amongst research staff.

4.2. Format

(
Consistency. All SOPs should be clear, concise and of a consistent format. 

(
Headings should be as follows:


1.
Purpose – briefly describe relevant background and the reason a SOP exists


2.
Scope – define which areas of work or staff the SOP applies to 


3.
Responsibility – for following the SOP or for particular tasks relating to the SOP


4.
Procedure – details of the procedure in a clear and concise style


5.
References – fully detailed references that add information to the SOP

(
Style should follow the template SOP 

4.3. Approval

(
Informal review at a draft stage is recommended when preparing a SOP

(
The author should sign and date the completed SOP as indicated on the cover sheet

(
The Principal Investigator for a trial covered by the SOP should fully review the SOP and authorise it for use by signing and dating as indicated on the cover sheet

4.4. Distribution and storage

(
Availability. SOPs should be available where and when needed.

(
A paper copy of each SOP should be stored in the ‘SOP folder’ located in the Principal Investigators’ office in the CCVTM. Additional paper copies should be available at remote trial sites in regular use.

(
An electronic copy should be stored on the main server at Vaccine:\SOPs.

(
Notification of all trial staff should be ensured when a new or updated version of a SOP is produced.

(
An index page should exist in paper and electronic forms and be updated with changes to SOPs.

4.5. Revision

(
Two-yearly revision. All SOPs should be reviewed every two years as a minimum. Significant deficiencies may require earlier review.

(
Modification history must be detailed on the cover sheet of each SOP as indicated

(
Version numbers in the format x.x must be assigned to every new issue of a SOP. Minor changes (such as two yearly review and re-approval or typographical changes) should result in an increment after the decimal point (e.g. 2.0 to 2.1); major changes should result in a change before the decimal point (e.g. 2.2 to 3.0).

(
Previous versions of SOPs should be stored in electronic format at Vaccine:\SOPs for future reference.

(
Errors or omissions should be notified to the Principal Investigator or SOP author who will arrange for any necessary modifications.

5. References

No references

6. Appendices

Template for Standard Operating Procedure
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