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Protocol Deviations and
CAPA Overview

Compliance « CAPA « Root Cause Analysis < Deviationvs. Violation « Types &Key Insights « Reporting « Documentation

Compliance CAPA Documentation Reporting

Strict adherence to protocol Corrective and preventive Clear records enable Timely deviation reporting to
requirements protects actions resolve root traceability,accountability, IRB and sponsors ensures
participant safety and causes and prevent future and evidence of regulatory regulatory and ethical

study validity.. FECUrTEREE. compliance. standards.

Protocol Deviation Protocol Violation

Unplanned change from the protocol or DEFINITION Failure to follow_the approved protocol or
SOPs — must be documented. regulatory requirements.

DEFINITION

Does not typically compromise trial Serious breach of procedures that directly
OCCURRENCE integrity; requires recording. OCCURRENCE impacts study validity.

Requires immediate corrective action; may
trigger regulatory consequences.

CAPA Essentials

Systematically pinpoint problems within processes
IDENTIFY requiring corrective action.

Investigation required; does not always
RESPONSE imply a compliance failure. RESPONSE

Types & Key Insights

TYPES Deviations are categorized by severity and
mandatory reporting requirements.

Execute strategies to rectify identified issues

Regulatory compliance is critical — all IMPLEMENT B e A

REGULATORY deviations must be reviewed.
Deviations may compromise data integrity Assess the impact of implemented actions to

IMPACT and study outcomes profoundly. MONITOR ensure long-term resolution.

Record all CAPA processes thoroughly for

Clear communication among staff reduces
COMMUNICATION DOCUMENT compliance and future reference.

deviation occurrence and misunderstandings.

SO SR Reporting Requirements

DATA Gather relevant data to identify patterns and
trends related to deviations.

« Notify the IRB immediately upon discovery of any deviation or violation

STAKEHOLDERS :E‘S’%\r’ﬁsk;\gti:gﬁzgders to gather comprehensive - Document all details: date, nature, circumstances, and personnel involved
’ » Conduct root cause analysis; assess impact on subjects and data
Develop targeted plans based on identified root inteqrit
ACTION PLAN causes to prevent recurrence. E ‘y i i i
« Outline corrective actions taken; schedule follow-up reviews for
Implement ongoing monitoring to assess compliance.

MONITORING effectiveness of corrective actions.

Documentation Practices

« Clarity: clear records help all staff understand protocol and reduce
deviations.

« Accountability: documentation establishes responsibility for all trial
actions.

« Traceability: well-maintained records support root cause analysis and
CAPA.
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