
Global regulatory strategy, 
local expertise
Grow your product’s potential worldwide

You’ve already invested so much in your life-changing therapy. Don’t leave its success to chance. 
Lean on deep regulatory expertise throughout your product’s lifecycle to manage global 
complexity, and strengthen your market approach.

Navigate the 
regulatory approval 
process

Manage global 
complexity

Expand your 
regulatory capabilities

Stay ahead of constantly 
changing regulatory requirements 
across multiple regions with local 
market expertise

Minimize resource expenditure 
and the need for your internal 
resources and workstream 
management

Boost your chances of more 
efficient launches and earlier 
revenue streams

25+
years of regulatory expertise

300+
regulatory experts worldwide

5000+
Global lifecycle 
projects per year

Quickly identify and address 
regulatory/compliance risks 
through deep understanding of the 
local market

Streamline operations and reach 
further with our worldwide network 
of on-the-ground expertise

Enhance flexibility in meeting 
global-to-local needs, bolstering 
your market presence and 
supporting your expansion strategy

Reduce costs by leveraging our 
existing infrastructure, including 
everything from local experts to 
project managers 



From pre-clinical to commercial, we strive to accelerate speed to market

Integrated product development Innovations to market Optimal patient access

Program management and technology enabled

Research and development 
consulting 
•	CMC strategic consulting and 

early formulation development
•	Non-clinical development, 

toxicology and biodistribution 
strategy

•	Clinical development strategy 
and protocol design

•	Global data and design
•	GxP consulting and process 

implementation
•	Clinical safety and monitoring
•	Clinical trial product sourcing 

and logistics
•	Scientific due diligence
•	Regulatory interaction 

preparation and advice
•	Develop the TPP
•	Scientific, technical, and 

regulatory writing

PV and risk management
•	PV strategy and operational 

support
•	PV audits and agreements

Regulatory affairs
•	Regulatory submissions and 

procedures
•	 Intelligence and data mgmt.
•	CMC services

Quality management and 
compliance
•	GxP strategy and 

implementation
•	CRO qualification
•	Quality risk management

Market access
•	HEOR, pricing and 

reimbursement
•	RWE generation
•	HTA submissions

Distribution and logistics
•	Clinical trial specialty logistics
•	Early access procedures
•	Channel strategy
•	Wholesale, specialty, 3PL

Education and awareness
•	Creative services for payer  

and provider communications
•	Disease/therapy provider 

education tools
•	GPO provider connectivity (US)

Patient services
•	Strategy, planning and 

operations
•	EAP, digital/hub, travel and 

financial solutions
•	Data & analytics

Channel strategy
•	Distribution
•	Pharmacy networks

Tailored outsourcing  
models
•	Complete PV, regulatory, QMC 

and market access support –  
global and local

•	Provider education
•	Patient services
•	Field solutions (US)
•	Managed care account 

executive (US)

Strategy and scientific consultancy

Business and portfolio mergers, 
and acquisition support 

•	Due diligence
•	Partner search

•	Divesting
•	Acquisition of assets

Contact us

Acronyms

BLA	 Biologics license application
CMC	 Chemistry, manufacturing, and controls
CRO	 Contract research organization
EAP	 Early access program
GxP	 Good practice guidelines and regulations
GPO	 Group purchasing organization
HEOR	 Health economics outcomes research

HTA	 Health technology assessment
IND	 Investigational new drug
MAA	 Marketing authorization application
PV	 Pharmacovigilance
QMC	 Quality, management, and compliance 
RWE	 Real world evidence
TPP	 Target product profile

Discovery/
pre-clinical

Clinical 
development

Approval/
authorization

Growth

https://www.amerisourcebergen.com/manufacturer-solutions/pharmalex-contact-us
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