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*  Where the quality system detects a CAPA event and
sets it apart

* How the CAPA process functions and if it complies
with GMP and Quality System Regulations

*  When the process is monitored

*  Who controls the process and ensures that it is
brought to a satisfactory conclusion
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)| 4 AL 4L

4l 4 23RNSR # (hour)
Regulatory Importance of CAPA 4
Root Cause Analysis 12

Effective CAPA

Human Factors

Risk Management of CAPA

N I Il Il B N

8
8
Compliance Writing 8
4
4

CAPA Metrics and Process Trending

Total 48

Recommended by José Rodriguez Pérez

A2 4. 1

* Regulatory Importance of CAPA
e CAPA 2GMP%#,

* QSIT (Quality System Inspection Technique)
* ER I

Recommended by José Rodriguez Pérez
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AL 412

* Root Cause Analysis

*  Cause Factors and Root Cause
d Root Cause Classification

*  Problem Description
. Chronology of Events
. Comparative Analysis: Is-Is Not matrix
d Flowchart: Task Analysis
. Change Analysis

*  Barrie Analysis
. Physical Controls
. Administrative Contras

* Root Cause Analysis
. Cause-and-Effect Analysis
. FTA (Fault Tree Analysis)
. Determining the Most Probable Root Cause

Recommended by José Rodriguez Pérez

HE 403

» Effective CAPA
* CAPAPIan

*  Correction
*  Corrective Actions
* Preventive Actions

* Verification and Validation of CAPA
* Implementation of CAPA

* Effectiveness Evaluation

* Dissemination of CAPA Information
* Management of the CAPA System
* Ten Biggest Opportunities

Recommended by José Rodriguez Pérez
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1)
2)
3)
4)
5)
6)
7)
8)
9)

Ten Biggest Opportunities

Timeless

Everything is an Isolated Event

Root Cause not Identified

Correcting the Symptoms Instead of the Cause
Lack of Interim Corrective Actions

Root Causes Identified but not Corrected

Lack of True Preventive Actions

Lack of Effectiveness Verification of the Action Taken
Multiple CAPA Systems without Correlation

10) Abuse of Human Error and Retraining

Recommended by José Rodriguez Pérez

#E 404

Human Factors and Human Errors

Human Errors and Human Factors Overview
Human Errors in the Industry
Human Errors for the FDA
Human Error Probabilities
Types of Human Errors
Frequency, Risk, and Trending of Human Errors

Recommended by José Rodriguez Pérez
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A2 4.4

Human Factors and Human Errors
Investigating Human Errors

* Causal Factors versus Root Causes
* Barriers and Current Controls for Human Errors
* Memory Factor

* Collecting Data: Interviewing and Documenting Human
Errors

* Trendand Statistical Analysis of Human Errors

* Training Issues Related to Human Errors

* Root Cause Analysis for Human Errors: Fault Tree Analysis
* List of Root Causes tied to Human Errors

Recommended by José Rodriguez Pérez

#E 404

Human Factors and Human Errors
Corrective and Preventive Actions for Human
Errors

* Determining the Best Corrective and Preventive Actions
for the Identified Root Causes: How to improve
procedures and working instructions

* Verifying and/or Validating Actions
* Implementing Actions
* Effectiveness Evaluations for Implemented Actions

Recommended by José Rodriguez Pérez

2016/5/8

50



AL 45

Compliance Writing
Measures of Excellence
Regulatory Aspects of Writing
Documentation Style Manual
Writing Effective Regulatory Documents
Elements of Investigation Report

Recommended by José Rodriguez Pérez

Documentation Style Manual

Abbreviations

Numbers and Numerals

Symbols

Punctuation

Capitalization

Bold and Italics usage

Lists

Grammar and Usage

Correct and Preferred Usage of Words

Recommended by José Rodriguez Pérez
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Writing Effective Regulatory
Documents
Sentence Construction
Emphasizing Text
Content Development
Organizing Information
Writing for Clarity
Writing for Economy
Writing for Readability
Writing for Correctness

Recommended by José Rodriguez Pérez

#E 4.6

Risk Management of CAPA
Risk Management and the FDA
Definition (ICH Q9)
What is the Quality Risk Management Process?
Risk-Based Approach
Quality Risk Management Process

Risk Management Plans (RMP) — Integration
into CAPA

Investigation Prioritization using Risk
Managements

Recommended by José Rodriguez Pérez
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AL 407

CAPA Metrics and Process Trending

CAPA System Scorecard
Main CAPA Metrics

. Nonconformance metrics

. In-conformance metrics

Recommended by José Rodriguez Pérez

AL 47

CAPA Metrics and Process Trending
Process Monitoring for Problem Detection

FDA Regulations and Definitions
Environmental Monitoring Process

* Alertand Action Levels (Limits)
Product Specification and Process Limits
Run Chart: Runs and Other Rules
Control Charts
Additional Tools

. Pre-control charts

. Regression Analysis

Recommended by José Rodriguez Pérez

2016/5/8

53



2016/5/8

\
© —=um

Ny (LAY

54



