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SECTION I - PURPOSE OF SOP 

This procedure describes the standard format and method for establishing standard operating 

procedures for conduct of Biomedical and Health Research at SIU. 

SECTION 2 - RESPONSIBILITIES 

Include who is responsible for oversight of the adherence to the procedures mentioned in the SOP, 

performing the activities. or other operational responsibilities. 

SECTION 3 - PROCEDURES 

8. After identifying need for SOP, Quality Manager decides on the level of detail for the SOP.

9. Quality Manager prepares a step by step task list of the activity including who is responsible

for each activity

I 0. Each activity is evaluated for efficiency, effectiveness, and compliance with the regulations 

specific to the country, FDA regulations, guidelines and institutional policy. 

l l. Tools are designed and (attached where applicable) to be used with the SOP such as forms,

templates, logs, checklists, etc. 

12. The first draft of SOP is completed. Each SOP is reviewed for accuracy and feasibility by

Director, SCRI.

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

14. The final version (including version dates) is completed and implemented by all

stakeholders.

SECTION 4 - IMPLEMENTATION 

4. After the SOP is finalized, it is distributed to all concerned staff members.

5. Before each SOP is implemented, a training session is conducted to ensure that all study staf
f 

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 training

record.

6. Training of all stakeholders whose functions and the required tasks are mentioned in the SOP

need to be completed and documented. Further, they must implement the SOPs on site.
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SECTION 5 - THE ADVANT AGES OF HAVING A SOP 

2. They provide personnel with numbered step by step instructions on a specific procedure (or

procedure used to carry out a method) with minimum variability; SOPs institutionalize

individual experience. Despite change in personnel, operations do not change since they are

conducted as per written SOPs.

3. Ensure that the procedures are performed consistently and in compliance with government

regulations;

4. Protect the health and safety of personnel by enabling jobs to be carried out in the safest

possible way. They ensure that all of the safety, health, environmental and operational

information is available to perform specific procedures with minimal impact;

5. Facilitate training in procedures, for both new personnel and for those that need re-training

(ie. after extended absence from a position). Having step by step instructions aids trainers to

ensure that nothing is missed;

6. Serve as a historical record for use when modifications are made to that procedure and when

the SOP is revised

7. Promote quality though consistent collection of the data, even if there are changes in the

people undertaking the monitoring: and

8. Encourage improvements and work evaluation by ensuring that the procedures are

completed, and can be used in incident investigations to improve operations and safety

practices

SECTION 6 - SOP REVISIONS 

5. Each SOP is reviewed annually. Revisions are made accordingly to account for changes in

regulation, site procedure or institutional policy.

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

7. All previous versions of the SOP are kept in file.
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