Who We Are

ABOUT US

Pharmnova is a well-organized, innovative
and knowledge driven contract research
organization established by medical
doctors, pharmacists, and other allied
healthcare professionals.

Our experience in various business model
like pharmaceutical organization, CRO,
BPO and KPO brings in confidence and
unique sustainable business model for our

Customized solution for effective patient clients in maintaining seamless and robust
safety monitoring.

™ Phcrmhovo

Enhancing patient safety

pharmacovigilance system.

Along with our partners, we can provide

Pharmnova is committed for holistic approach in all services in various regions. Why Pharmnova

services covering entire product Life Cycle through

various customized models based on the needs of OUR SERVICES ;
v Global expertise

Pharmaceutical organizations to safeguard patient’s

Pharmacovigilance . :
innate health while using client’s products. . g ¥ Proactive and integrated approach
Medical Writing = > i
. . artnership strategy and practices
Flexible business model Medical Affairs _ \
Quality Assurance v Data security and protection
As a full service provider, ad-hoc functional Medlca/‘ Information v Cost effective
Consulting
consultancy or resource support.
CONTACT Us Certification
Dynamic changes in regulatory landscape require
continuous monitoring across regions and
implementation of changes effectively in the existing
system to meet the latest requlatory requirements. NABCB
At Pharmnova, we continuously monitor the latest Cortfod 6;0 RQS QM 006
regulations and guidelines, help our clients in
establishment of effective Pharmacovigilance “Quality is never an accident. It is always the
system. result of intelligent effort.”

- John Ruskin
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Contact us to know more about

Our Serwce% &

Literature surveillance - Global Systematic Literature Surveillance managed by comprehensive review
approach for case processing, aggregate analysis, risk and signal management, and by cutting down the cost
and time for generating literature- origin safety information.

ICSR management - Automated and validated safety application enables optimized solution with an
integrated cost-effective approach for case processing, signal management and literature review.

Signal management - Signal related decision-making by customized approach according to the product
portfolio and market status together with integrated approach in safety application

Risk management - Our expertise facilitates swift decisions on risk minimization and communication to
stakeholders promptly. We can also help our clients in representing REMS program and in establishing

additional risk minimization activities according to RMP.

Qualified Person for Pharmacovigilance - With our network of experts in EU, UK and ROW countries, we
support our clients in QPPV and local safety contact (local QP) requirements by minimizing operation cost.

PSMF and XEVMPD services - Establishment and maintenance of PSMF and XEVMPD information becomes
seamless through our experienced team.

SDEA management - Our collaborative approach enhances our clients’ relationship with their partners and
distributors through representation of SDEA related activities.

Aggregate report - Our expertise in preparing all formats of aggregate reports boosts your confidence and
enables cumulative analysis of product safety.

Medical information and Call Centre - 24/7 support of medical information specialists in all time zones.

Audit - Our enriched knowledge on regulator’s expectations and audit conduct mitigates the lacunae in the
system and prepares the system for inspection readiness.

ICSR management

Safety regulatory reporting and regulatory
intelligence

Risk management

Pharmacoepidemiology

Signal management

Literature surveillance

SDEA management

Qualified Person for Pharmacovigilance (QPPV)
PSMF preparation and maintenance

Aggregate reports

Regulatory affairs documents

Study documents

Labeling and reference safety information (RSI)

Medical monitoring in clinical trial
Health hazard and risk assessment
Clinical trial safety assessment
Clinical data review

Medical inquiries, Product quality complaint and
adverse event handling
24/7 Call Centre support

Due diligence audit
Audit and inspection support

\ Phdrmnova

Enhancing patient safety
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