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Professional Training

Specialized professional training delivered by experienced industry experts.

Already working in the pharmaceutical or life sciences industry?

Hone your skills, deepen your expertise, and take your career to the next level.

Aspiring to join the industry?

Gain practical knowledge, understand industry workflows, and develop the skills to prepare for your career.

Learn from industry experts who bring real-world experience into every session.

WHO SHOULD ATTEND?

Industry Professionals — Working in pharmacovigilance, drug safety, clinical research, regulatory affairs, medical
writing, and related life sciences fields.

Aspiring Professionals — Graduates and early-career professionals in pharmacy, medicine, and life sciences
preparing for industry roles.

Our Professional Training Programs

" PHARMACOVIGILANCE

20 Hours
10 Sessions x 2 Hours

Understanding Drug Safety. Protecting Patients.

Develop foundational and applied knowledge of pharmacovigilance processes, safety reporting, and
regulatory expectations.

KEY FOCUS AREAS

+ Pharmacovigilance principles and regulatory frameworks

+ Adverse event reporting and ICSR processing

« Drug safety surveillance and documentation

+ Case assessment, quality, and compliance

+ Real-world pharmacovigilance workflows
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02 MEDICAL WRITING

24 Hours
12 Sessions x 2 Hours

Turning Science into Clear, Credible Communication.

Strengthen your ability to interpret scientific evidence and develop accurate, structured medical and
regulatory documents.

KEY FOCUS AREAS

+ Scientific and regulatory medical writing

+ Literature review and evidence interpretation

+ Clinical and scientific documentation

+ Research manuscripts and publications

« Writing quality, accuracy, and compliance

03 SIGNAL MANAGEMENT

8 Hours
8 Sessions x 1 Hour
Includes Hands-On Training

From Safety Data to Informed Decisions.

Understand how emerging drug safety concerns are identified, evaluated, and managed within
pharmaceutical safety systems.

KEY FOCUS AREAS

+ Signal detection and identification

« Signal validation and prioritization

- Safety data evaluation

+ Signal assessment and documentation

+ Practical exercises and case-based learning
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04 RISK MANAGEMENT PLANS (RMP)

6 Hours
6 Sessions x 1 Hour

Understanding Risks. Strengthening Medicine Safety.

Explore the scientific and regulatory considerations involved in developing and maintaining effective
risk management plans.

KEY FOCUS AREAS

+ Principles of pharmaceutical risk management

+ ldentification and characterization of safety concerns

+ Risk minimization measures

+ Regulatory expectations for RMPs

* RMP structure, preparation, and review

05 AGGREGATE SAFETY REPORT AUTHORING

10 Hours
10 Sessions x 1 Hour

Transforming Safety Evidence into Regulatory Reports.

Develop an understanding of aggregate safety reporting, scientific evaluation, and the preparation of
structured regulatory safety documents.

KEY FOCUS AREAS

« Aggregate safety reporting principles

+ PSUR/PBRER and DSUR fundamentals

+ Safety data collection and interpretation

+ Benefit-risk evaluation

+ Report authoring, structure, and quality review

LEARN FROM INDUSTRY EXPERTS.
Real-World Experience. Practical Skills. Career Advancement.

Explore our professional training programs. consulting.thinkroman.com
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