ADAMAS

PRACTICE (GVP)

At ADAMAS we place significant emphasis on adding value to the GVP service we provide to our clients.

In response to global regulatory requirements, industry trends and our clients’ needs we are continuously
developing our service offerings to ensure we remain at the leading edge of GVP consultancy services worldwide.
We believe that from concept to delivery, ADAMAS is uniquely placed to ensure our clients’ GVP compliance
activities are at the forefront of industry best practice.

In addition to our standard full system GVP auditing services, ADAMAS is in a unique position to offer its clients a
tailored GVP auditing service covering one or more areas on a global level. This represents an opportunity for our
clients to focus their compliance activities where they are most needed. With significant industry, inspection and
auditing experience in each of these areas, the ADAMAS GVP team has been strategically developed to ensure our
clients receive the highest level of expertise both at the GVP systems and process audit level.

OUR RANGE OF GVP SERVICES INCLUDE:

PV SYSTEM AND PROCESS AUDITS

e Pre- and Post-marketing audits at
Global HQ and Affiliate level

Medical Coding

Product Labelling
e Pharmacovigilance System Master
File (PSMF)

Regulatory Intelligence

Post-authorisation Safety Studies (PASS)
e Qualified Person for

Pharmacovigilance (QPPV) / Local
Responsible Person (LRP) Noninterventional Programs (NIP)

Patient Support Programs/

* Global Safety Database Quality Management System (QMS)

« Case Management (SUSAR/ICSR) Vendor Management and MAH Oversight

« Aggregate Reporting (PSUR/ DSUR) Audit Strategy Planning and Managemen

¢ Risk Management

¢ Signal Management
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THIRD PARTY AUDITS

Qualification, routine, and for-cause audits

Commercial Partners
e Licence Partners
e Marketing Partners

e Distributors

Service Providers and other vendors Consultancy

(global and local)
¢ Risk-based Audit Planning (strategic,

e Pharmacovigilance tactical, operational)

e Medical Information e Audit Program Management

e Call Centres ¢ |Inspection Readiness

e Market Research Programs (MRP) e Training

e Patient Support Programs (PSP) e Mock Inspection

e Pregnancy Prevention Programs (PPP) e Gap Analysis

e Compassionate Use Programs (CUP) e QMS Development

e US Risk Evaluation Mitigation Strategies e CAPA/EC Management
(REMS)

e US Speciality Pharmacy & Infusion Sites

CONTACT ADAMAS CONSULTING ADAMAS

EMEA Headquarters
Camberley, United Kingdom

—

(| info@adamasconsulting.com

Americas APAC Z
Andover, MA | San Diego, CA Mumbai, India @ www.adamasconsulting.com



http://www.adamasconsulting.com/

