FROM CLINIC TO POST-APPROVAL. COMPLEX GLOBAL STUDIES.

With a third of our clinical research experience in biologics, PharmaNet professionals can guide you
through the development of innovative therapeutics and biosimilars. In addition to Phase | through
Phase IV clinical trials and regulatory expertise, we provide bioanalytical support for protein-based
therapeutics with immunochemistry, cell-based assay, and biomarker services. PharmaNet’s exceptional
scientific experts take you from protocol design to regulatory submissions. Ready for your next biologic
drug development challenge — PharmaNet works for you.

Molecular Design
mAb Pharmacology
Product Quality Control
Phase I1/1ll, Safety Registration & Risk Management &

Clinical Planning Preclinical Phase | & Efficacy Marketing Authorization Pharmacovigilance
(Phase 1V) (GLEND)
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THERAPEUTIC EXPERTISE

Cardiovascular Infectious Diseases/Vaccines Neuroscience Ophthalmology Rheumatology

Dermatology Nephrology Oncology Pain Women’s Health
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CONSULTING

Comparability Exercise Consultation

Preclinical Development Plans:
Pharmacology, Toxicology Studies,
and Clinical Trial Requirements

Prepare/Manage Toxicology Studies
through Alliances with Toxicology La
Ligand Binding - ELISA, RIA, MSD
Bioassays/Cell-Based Assays

Clinical Laboratory Services
Immunochemistry
Immunogenicity Assessment
Mass Spectrometry

Peptide Quantitation

Biometrics
Bioavailability/Bioequivalence Studies
Biosimilar Studies (PK/PD)

Cardiac Safety, QT/QTc

Clinical Trial Supply Management
(QP for EU) Partner

Prepare CMC and Clinical Sections
Design and Conduct of PK/PD Studies
Drug Drug Interaction

Efficacy Assessment/Trials

Feasibility Studies

PK Quantitation
PK/PD Analysis and Modeling
Protocol Design and Development

Safety Pharmacology

Biostatistics
CTD Format
Data Management/EDC

Database Integration

Pharmacometrics
Safety Studies and Reporting
Statistical Elements and CRFs

Clinical Planning
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Biopharmaceutical Consulting

Investigative Drug Application:

Global Capabilities and Services

Marketing Applications
New Drug Applications
Pre-IND/CTA Meetings
Prepare INDs, CTAs, IMPDs, and IRBs

Regulatory Affairs Consulting

Strategic Consultation

Health Economics and Outcomes
Research

Observational Research/Registries
Comparative Effectiveness Research
Risk Management and Epidemiology
Post-Marketing Studies

Pharmacovigilance/Risk Management
Planning

Study Execution

Clinical Planning

Preclinical

New Drug
Application

f

C————

Efficacy

" Registration&
Marketing
Authorization
(Phase IV)

Marketing

()
Risk Management &

Pharmacovigilance
(Phase 1V)

New Drug

uopesyddy dpeusD

uoedyddy duausD

107018 "LLOZ-§ "PaAI9sal SIYBL ||V "OU| ‘dNoI9 JusWdo[PARQ J9NEBULIRYd [LOZ &




