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Consistency

Ensures all activities
adhere to regulatory and

ethical standards.

Compliance
Standardizes processes for

reliable and reproducible
outcomes.

 Training
Facilitates onboarding and

continuous education of
site staff.

Quality Control

C QMaintains high-quality, reliable
data across clinical trials.
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Structure of an SOP

TITLE

VERSION

RESPONSIBILITIES

Clear identification of the SOP’s purpose and
scope.

Ensures the most current procedure is being
followed.

Defines roles and assigns accountability for
each task.

PROCEDURES Step-by-step breakdown ensuring consistency
across all operations.

Safety Reporting Requirements

SUSARs

SAFETY REPORTS

IRB UPDATES

Report all Serious Unexpected Adverse Reactions
promptly to regulatory authorities.

Compile and submit regular safety reports per
regulatory guidelines.

Notify IRBs of any SAEs; update protocols based
on emerging safety findings.

Why SOPs Matter

CONSISTENCY

COMPLIANCE

QUALITY
ASSURANCE

Standard practices improve research reliability and
reproducibility.

Ensures alignment with GCP, FDA, and ICH
regulatory guidelines.

Systematic processes enhance data validity and
overall integrity.

Procedures identify, manage, and reduce potential
research risks.

SOP Lifecycle: Creation to Archiving

DRAFT

REVIEW

APPROVAL

Create initial draft based on current procedures
and regulatory guidelines.
Send to stakeholders for feedback and
collaborative assessment.
Obtain sign-off from QA and leadership before
implementation.

TRAINING Conduct formal training; maintain training records
for all staff.

IMPLEMENTATION Disseminate SOP to all relevant staff and ensure
document access.

REVISION Update SOP based on new regulations, feedback,
or practice changes.

ARCHIVING Store obsolete SOPs with version control for audit
and compliance.

Staff Responsibilities

• Read and review all applicable SOPs before commencing any procedure.
  •  Sign-off and log completion of SOP training sessions for 
accountability.
  •  Implement SOP guidelines accurately in daily operations
  •  Report deviations to PI and QA immediately upon identification
  •  Contribute feedback and suggestions to improve SOP content and 
clarity.

Best Practices & Ethical Considerations

  •  Use standardized templates; clear language; involve all stakeholders 
in drafting
  •  Maintain strict version control and document all amendments; audit 
readiness
  •  Ethical: informed consent, data privacy, fair recruitment, 
transparency.

SOP Deviations & CAPA

  •  Any departure from an established SOP must be reported to PI 
immediately
  •  Conduct root cause analysis to identify why the deviation occurred
  •  Implement CAPA (Corrective & Preventive Actions) to prevent 
recurrence.
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