GOOD PHARMACOVIGILANCE PRACTICE MODULE VI

Goob PHARMACOVIGILANCE PRACTICE MODULE V| IS AN ESSENTIAL COMPONENT OF THE REGULATORY FRAMEWORK THAT
ENSURES THE SAFETY AND EFFICACY OF PHARMACEUTICAL PRODUCTS. THIS MODULE, WHICH IS PART OF THE GUIDELINES SET
FORTH BY THE INTERNATIONAL COUNCIL FOR HARMONISATION (|CH), AIMS TO PROVIDE A FRAMEWORK FOR THE MANAGEMENT
AND REPORTING OF ADVERSE DRUG REACTIONS (ADRS) AND OTHER SAFETY-RELATED INFORMATION. THE PRINCIPLES OUTLINED IN
MODULE V| ARE CRUCIAL FOR MAINTAINING A ROBUST PHARMACOVIGILANCE SYSTEM THAT PROTECTS PUBLIC HEALTH AND
ENHANCES THE QUALITY OF MEDICINES.

OVERVIEW OF PHARMACOVIGILANCE

PHARMACOVIGILANCE IS DEFINED AS THE SCIENCE AND ACTIVITIES RELATED TO THE DETECTION, ASSESSMENT, UNDERSTANDING,
AND PREVENTION OF ADVERSE EFFECTS OR ANY OTHER DRUG-RELATED PROBLEMS. |TS PRIMARY OBJECTIVE IS TO IMPROVE
PATIENT SAFETY AND ENSURE THAT THE BENEFITS OF A DRUG OUTWEIGH ITS RISKS. Goob PHARMACOVIGILANCE PRACTICE
(GVP) ENCOMPASSES VARIOUS ACTIVITIES, FROM THE COLLECTION OF SAFETY DATA TO THE ANALYSIS AND REPORTING OF
ADRs.

IMPORTANCE oF MopuLE VI

MobuLE VI oF THE GVP GUIDELINES FOCUSES SPECIFICALLY ON THE MANAGEMENT OF SAFETY INFORMATION, EMPHASIZING THE
NEED FOR EFFECTIVE RISK MANAGEMENT SYSTEMS. |TS IMPORTANCE CAN BE SUMMARIZED AS FOLLOWS:

1. PATIENT SAFETY: THE PRIMARY GOAL OF PHARMACOVIGILANCE IS TO SAFEGUARD THE HEALTH OF PATIENTS BY IDENTIFYING
POTENTIAL RISKS ASSOCIATED WITH DRUG THERAPIES.

2. ReGULATORY COMPLIANCE: ADHERING TO THE GUIDELINES SET IN MODULE V| ENSURES COMPLIANCE WITH INTERNATIONAL
REGULATIONS, THEREBY FACILITATING SMOOTHER INTERACTIONS WITH REGULATORY AUTHORITIES.

3. DATA INTEGRITY: IMPLEMENTING GOOD PRACTICES IN DATA COLLECTION AND MANAGEMENT FORTIFIES THE INTEGRITY OF
SAFETY DATA, WHICH IS CRITICAL FOR MAKING INFORMED DECISIONS ABOUT PRODUCT SAFETY.

4. PusLIC TRUST: A ROBUST PHARMACOVIGILANCE SYSTEM FOSTERS PUBLIC TRUST IN HEALTHCARE PROVIDERS,
PHARMACEUTICAL COMPANIES, AND REGULATORY AUTHORITIES.

Key ELEMeENTS oF Goob PHARMACOVIGILANCE PRACTICE MobuULE VI

MoDULE V| OUTLINES SEVERAL KEY ELEMENTS THAT ARE INTEGRAL TO AN EFFECTIVE PHARMACOVIGILANCE SYSTEM. T HESE
ELEMENTS INCLUDE:

1. SAFETY DATA COLLECTION AND MANAGEMENT

EFFECTIVE SAFETY DATA COLLECTION AND MANAGEMENT ARE FOUNDATIONAL TO A SUCCESSFUL PHARMACOVIGILANCE SYSTEM.
THIS INVOLVES:

- IDENTIFYING SOURCES OF DATA: SAFETY DATA CAN COME FROM A VARIETY OF SOURCES, INCLUDING HEALTHCARE
PROFESSIONALS, PATIENTS, CLINICAL TRIALS, AND POST-MARKETING SURVEILLANCE.

- DATA ENTRY AND MANAGEMENT: ESTABLISHING STANDARDIZED PROCEDURES FOR DATA ENTRY, CODING, AND STORAGE ENSURES
THAT INFORMATION IS CAPTURED ACCURATELY AND EFFICIENTLY.

- USE ofF TECHNOLOGY: IMPLEMENTING ELECTRONIC DATA MANAGEMENT SYSTEMS CAN FACILITATE REAL-TIME DATA ANALYSIS
AND REPORTING.



2. AssesSMENT oF ADVERSE DRuG ReacTions (ADRS)

THE ASSESSMENT OF ADRS IS A CRITICAL ASPECT OF PHARMACOVIGILANCE. KEY ACTIVITIES INCLUDE:

- CAUSALITY ASSESSMENT: DETERMINING WHETHER THERE IS A CAUSAL RELATIONSHIP BETWEEN THE DRUG AND THE REPORTED
ADVERSE EVENT, OFTEN USING ESTABLISHED CRITERIA SUCH AS THE NARANJO SCALE.

- SIGNAL DETECTION: IDENTIFYING PATTERNS OR SIGNALS THAT MAY INDICATE A POTENTIAL SAFETY ISSUE, WHICH CAN BE
PERFORMED THROUGH STATISTICAL METHODS OR QUALITATIVE ANALYSIS.

- Risk ASSESSMENT: EVALUATING THE SEVERITY AND LIKELIHOOD OF THE IDENTIFIED RISKS ASSOCIATED WITH A DRUG.

3. Risk MANAGEMENT PLANs (RMP)

RISk MANAGEMENT IS A PROACTIVE APPROACH TO MINIMIZING THE RISKS ASSOCIATED WITH DRUG THERAPIES. KEY COMPONENTS
OF AN RMP INCLUDE:

- CHARACTERIZATION OF RISKS: IDENTIFYING AND DESCRIBING KNOWN AND POTENTIAL RISKS ASSOCIATED WITH THE DRUG.

- MITIGATION STRATEGIES: DEVELOPING STRATEGIES TO MINIMIZE RISKS, WHICH MAY INCLUDE ADDITIONAL MONITORING, PATIENT
EDUCATION, OR RESTRICTIONS ON USE.

- EVALUATION OF EFFECTIVENESS: CONTINUOUSLY EVALUATING THE EFFECTIVENESS OF RISK MITIGATION STRATEGIES AND
MAKING ADJUSTMENTS AS NECESSARY.

4. REPORTING OBLIGATIONS

PHARMACEUTICAL COMPANIES AND OTHER STAKEHOLDERS HAVE SPECIFIC REPORTING OBLIGATIONS UNDER MoDULE VI. THESE
INCLUDE!:

- ExPEDITED REPORTING: URGENT REPORTING OF SERIOUS AND UNEXPECTED ADRS TO REGULATORY AUTHORITIES WITHIN
SPECIFIED TIMELINES.

- Periobic SAFETY UPDATE RePORTS (PSURS): REGULARLY SCHEDULED REPORTS THAT SUMMARIZE THE SAFETY PROFILE OF A
DRUG OVER A DEFINED PERIOD.

- SueMISSION oF DATA To DATABASES: REPORTING SAFETY DATA TO NATIONAL AND INTERNATIONAL DATABASES TO
FACILITATE BROADER SAFETY MONITORING.

5. TrAINING AND COMMUNICATION

EFFECTIVE TRAINING AND COMMUNICATION ARE VITAL TO THE SUCCESS OF A PHARMACOVIGILANCE SYSTEM. THIS INVOLVES:

- TRAINING PERSONNEL: ENSURING THAT ALL STAFF INVOLVED IN PHARMACOVIGILANCE ARE ADEQUATELY TRAINED IN RELEVANT
PROCEDURES, REGULATIONS, AND BEST PRACTICES.

- INTERNAL COMMUNICATION: ESTABLISHING CLEAR LINES OF COMMUNICATION WITHIN THE ORGANIZATION TO FACILITATE THE
SHARING OF SAFETY INFORMATION.

- STAKEHOLDER ENGAGEMENT: ACTIVELY ENGAGING WITH HEALTHCARE PROFESSIONALS AND PATIENTS TO ENCOURAGE
REPORTING OF ADRS AND IMPROVE AW ARENESS OF SAFETY ISSUES.

IMPLEMENTATION CHALLENGES

W/HILE MODULE V| PROVIDES A COMPREHENSIVE FRAMEWORK FOR PHARMACOVIGILANCE, ITS IMPLEMENTATION CAN FACE
SEVERAL CHALLENGES, INCLUDING:

- Resource CONSTRAINTS: LIMITED RESOURCES CAN HINDER THE ABILITY TO ESTABLISH AND MAINTAIN AN EFFECTIVE



PHARMACOVIGILANCE SYSTEM.

-DATA QUALITY ISSUES: INACCURATE OR INCOMPLETE DATA CAN LEAD TO ERRONEOUS CONCLUSIONS AND INEFFECTIVE RISK
MANAGEMENT.

- REGULATORY V ARIABILITY: DIFFERENCES IN REGULATORY REQUIREMENTS ACROSS COUNTRIES CAN COMPLICATE GLOBAL
PHARMACOVIGILANCE EFFORTS.

- TECHNOLOGICAL BARRIERS: INADEQUATE TECHNOLOGY OR SYSTEMS CAN IMPEDE THE EFFICIENT COLLECTION AND ANALYSIS OF
SAFETY DATA.

FUTURE DIRECTIONS IN PHARMACOVIGILANCE

AS THE FIELD OF PHARMACOVIGILANCE EVOLVES, SEVERAL TRENDS AND INNOVATIONS ARE SHAPING ITS FUTURE:

1. INTEGRATION OF REAL-W oRrLD Evipence (RWE)

THE INCORPORATION OF REAL-WORLD EVIDENCE, DERIVED FROM SOURCES OUTSIDE OF TRADITIONAL CLINICAL TRIALS (SUCH AS
ELECTRONIC HEALTH RECORDS AND PATIENT REGISTRIES), CAN ENHANCE THE UNDERSTANDING OF DRUG SAFETY AND
EFFECTIVENESS IN DIVERSE POPULATIONS.

2. Ust of ARTIFICIAL INTELLIGENCE (Al) AND MACHINE LEARNING

Al AND MACHINE LEARNING TECHNOLOGIES CAN SIGNIFICANTLY IMPROVE SIGNAL DETECTION AND DATA ANALYSIS, ALLOWING FOR
FASTER IDENTIFICATION OF SAFETY ISSUES AND MORE EFFICIENT RESOURCE ALLOCATION.

3. ENHANCED PATIENT ENGAGEMENT

ENCOURAGING PATIENTS TO PARTICIPATE ACTIVELY IN REPORTING ADRS CAN LEAD TO A RICHER DATASET AND MORE
COMPREHENSIVE SAFETY ASSESSMENTS. INITIATIVES THAT PROMOTE AWARENESS AND EDUCATION WILL PLAY A KEY ROLE IN THIS
EFFORT.

4. GLoBAL HARMONIZATION OF PRACTICES

EFFORTS TO HARMONIZE PHARMACOVIGILANCE PRACTICES ACROSS DIFFERENT JURISDICTIONS CAN HELP STREAMLINE PROCESSES
AND IMPROVE THE QUALITY OF SAFETY DATA GLOBALLY. ORGANIZATIONS LIKE THE W oRLD HEALTH OrGANIZATION (W/HO)
AND |CH ARE PIVOTAL IN THIS REGARD.

CoNcLUSION

IN cConCLUSION, GOOD PHARMACOVIGILANCE PRACTICE MODULE V| SERVES AS A CORNERSTONE FOR THE EFFECTIVE
MONITORING AND MANAGEMENT OF DRUG SAFETY. BY FOCUSING ON THE SYSTEMATIC COLLECTION AND ASSESSMENT OF SAFETY
DATA, THE IMPLEMENTATION OF RISK MANAGEMENT PLANS, AND THE ESTABLISHMENT OF ROBUST REPORTING OBLIGATIONS, THIS
MODULE PLAYS A CRITICAL ROLE IN PROTECTING PATIENT SAFETY. DESPITE THE CHALLENGES FACED IN ITS IMPLEMENTATION, THE
FUTURE OF PHARMACOVIGILANCE LOOKS PROMISING WITH ADVANCEMENTS IN TECHNOLOGY, ENHANCED PATIENT ENGAGEMENT,
AND ONGOING EFFORTS TOWARDS GLOBAL HARMONIZATION. ADHERING TO THE PRINCIPLES OUTLINED IN MODULE VI IS ESSENTIAL
FOR ALL STAKEHOLDERS IN THE PHARMACEUTICAL INDUSTRY, ULTIMATELY LEADING TO SAFER THERAPEUTIC OPTIONS FOR
PATIENTS \WORLDW/DE.



FREQUENTLY AskeD QUESTIONS

\WHAT IS THE PRIMARY FOCUS oF Goob PHARMACOVIGILANCE PRACTICE MoDULE VI?

Goob PHARMACOVIGILANCE PRACTICE MODULE VI PRIMARILY FOCUSES ON THE MANAGEMENT OF PHARMACOVIGILANCE
ACTIVITIES IN RELATION TO POST-MARKETING SURVEILLANCE AND THE REPORTING OF ADVERSE DRUG REACTIONS.

\YW/HAT ARE THE KEY COMPONENTS OUTLINED IN MODULE V| FOR EFFECTIVE
PHARMACOVIGILANCE?

KEY COMPONENTS INCLUDE THE COLLECTION, ASSESSMENT, AND REPORTING OF ADVERSE DRUG REACTIONS, AS WELL AS
ENSURING COMPLIANCE WITH REGULATORY REQUIREMENTS AND MAINTAINING EFFECTIVE COMMUNICATION WITH STAKEHOLDERS.

How poes MobULE V| ADDRESS THE IMPORTANCE OF RISK MANAGEMENT IN
PHARMACOVIGILANCE?

MODULE V| EMPHASIZES THE NEED FOR RISK MANAGEMENT PLANS TO IDENTIFY, ASSESS, AND MINIMIZE RISKS ASSOCIATED WITH
MEDICINES, ENSURING ONGOING MONITORING OF SAFETY PROFILES.

\W/HAT ROLE DO HEALTHCARE PROFESSIONALS PLAY ACCORDING TO GooD
PHARMACOVIGILANCE PRACTICE MoDULE VI?

HEALTHCARE PROFESSIONALS ARE CRUCIAL IN REPORTING ADVERSE DRUG REACTIONS AND CONTRIBUTING TO THE
PHARMACOVIGILANCE SYSTEM BY PROVIDING VALUABLE INFORMATION ON DRUG SAFETY.

How OFTEN SHOULD PHARMACOVIGILANCE REPORTS BE SUBMITTED ACCORDING TO
MobULE V| GUIDELINES?

PHARMACOVIGILANCE REPORTS SHOULD BE SUBMITTED AS PER REGULATORY REQUIREMENTS, WHICH MAY VARY BY REGION, BUT
TYPICALLY INCLUDE PERIODIC SAFETY UPDATE REPORTS (PSURS) AT DEFINED INTERVALS.

\WHAT IS THE SIGNIFICANCE OF TRAINING IN PHARMACOVIGILANCE AS PER MoDULE VI?

TRAINING IS VITAL TO ENSURE THAT ALL STAFF INVOLVED IN PHARMACOVIGILANCE ARE KNOWLEDGEABLE ABOUT PROCEDURES,
REGULATORY REQUIREMENTS, AND THE IMPORTANCE OF ACCURATE REPORTING.

\WHAT IS THE ROLE OF DATA QUALITY IN PHARMACOVIGILANCE HIGHLIGHTED IN MODULE
VI?

DATA QUALITY IS CRITICAL FOR EFFECTIVE PHARMACOVIGILANCE;, MoDULE V| STRESSES THE IMPORTANCE OF ACCURATE,
COMPLETE, AND TIMELY DATA COLLECTION TO FACILITATE RELIABLE SAFETY ASSESSMENTS.

How poes MobDULE V| RECOMMEND HANDLING DATA PRIVACY IN PHARMACOVIGILANCE
ACTIVITIES?

MoDULE V| RECOMMENDS THAT ORGANIZATIONS ADHERE TO DATA PROTECTION REGULATIONS AND ENSURE THAT PERSONAL
DATA IS HANDLED RESPONSIBLY AND SECURELY WHILE CONDUCTING PHARMACOVIGILANCE ACTIVITIES.

WHAT STEPS SHOULD BE TAKEN IF A SERIOUS ADVERSE EVENT IS REPORTED ACCORDING



To MobpuLEe VI?

IF A SERIOUS ADVERSE EVENT IS REPORTED, IMMEDIATE REPORTING TO REGULATORY AUTHORITIES IS REQUIRED, FOLLOWED BY A
THOROUGH INVESTIGATION TO ASSESS THE EVENT AND POTENTIAL IMPLICATIONS FOR DRUG SAFETY.
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