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Collecting AE data ensures Accurate AE reporting is : i : Understanding AEs helps
safety and well-being of all essential for meeting : ; identify potential risks

trial participants. regulatory requirements. ' and implement mitigation.

AE Classification (Slide 10) AE Data Collection & Monitoring

Adverse Event — monitor safety & well-being of all trial
participants. DATA COLLECTION

Establish a robust system for collecting AE data to
enhance patient safety and ensure compliance.

Adverse Drug Reaction — reactions related to drug exposure.
TIMELY REPORTING Report adverse events promptly to regulatory bodies to

Serious Adverse Event — reported within required regulatory maintain ethical research standards.

timeframes.

Treatment Emergent AE — outcomes emerging after treatment Utilize AE data for ongoing risk assessments to improve
begins. RISK ASSESSMENT protocols and safeguard participants.

Major Adverse Cardiovascular Events — cardiovascular patient

safety focus.

Serious Adverse Events (SAEs) Adverse Drug Reactions (ADRs)

IS\ N[0\ BN SAEs result in death, are life-threatening, require
hospitalization, or cause significant disability. - Identify populations at risk to prevent serious ADRs during clinical trials.

Timely SAE reporting ensures participant safety and « Implement effective monitoring strategies to detect ADRs promptly.

REPORTING maintains regulatory compliance.

« Educate patients about potential ADRs and reporting mechanisms

Ongoing monitoring of SAEs enables risk-benefit during trials.
MONITORING analysis and protocol adjustments. 9

MACE & Treatment Emergent AEs

« TEAEs: recognizing them determines causality and shapes the trial
safety profile.

« MACE: monitor participants regularly for early cardiovascular risk
indicators.

» MACE data improves safety protocols and risk management in future
trials.

Regulations, Auditing & Safety Reporting

» Adhere to FDA and EMA regulations on AE reporting to avoid drug
approval delays.
- Establish robust procedures for collecting and verifying AE data
integrity.

« Promptly report all AEs — protects participants and upholds research
credibility.
» Conduct regular audits; train staff; report within timelines; analyze AE
trends.
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