
SITUATION
Top 10 pharmaceutical company had an innovative new immune-oncology medicine that represented a 

new treatment option for patients with advanced melanoma and other solid tumors. There was extremely 

high awareness and high demand for the medicine, the product already had breakthrough status and was 

fast tracked for FDA approval within 12 months. 

ACCESS CHALLENGE

OBJECTIVES
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The company wanted to provide global early access, but it was important to ensure the affiliate network 

was comfortable with the route of early access in each country, whilst managing the program through a 

central point to ensure consistency and control on a global scale. The company wanted to respond 

positively to all requests for access across multiple tumor types whilst ensuring this would not harm their 

longer term commercialization goals for the medicine.  In addition, they wanted to provide the product free 

of charge (FOC) for the intended label indication and needed to manage fair and equitable access across 

all countries due to limited supply in the early stages of the program. They also wanted to take into account 

the possibility that the medicine might not be approved globally in all indications. The US was a priority 

given the fast track status and the minimal window available to provide early access before transitioning 

patients to commercial supply.

• Initiate US early access as soon as possible prior to FDA approval.  

• After FDA approval move patients quickly and efficiently to commercial supply in the US as soon
 insurance coverage was available for each patient on treatment.

• Enable global access for intended label indication whilst facilitating global access for other tumor
 types in a controlled, sustainable, and charged for program. 

• Ensure affiliates were involved in the process and had full input on the Healthcare Provider (HCP) charge
 price for their country or region while access was provided through a centrally coordinated route.

• Work with a partner that could manage the high level of demand on a global scale in an ethical,
 responsive and compliant manner.  
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MAP BENEFITS
FOR PATIENTS
• Patients across a broad range of indications had 
access to this life extending medicine

FOR HCPs
• HCP’s  were able to prescribe a new immune-oncology 
therapy for their patients

FOR THE COMPANY
• The programs enabled the company to ensure 
patients with unmet medical needs could gain access to 
important new therapy

• Insured fair and equitable access across all countries 
and populations
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In the end, Clinigen’s core focus on managed access 
aligned with our objective that this was not a clinical 
trial... Clinigen had the global experience and depth 
of in house expertise we were looking for to meet 
the high levels of patient demand. Director

Clinical Operations

RESULTS
Provided access to more than 5,000 patients

CLINIGEN SOLUTION
• Prioritized the set up of a treatment protocol mechanism in USA by creating a core US team to  
 support the necessary submission and site set up.

• Initiated a free-of-charge program for the intended label indication and then moved patients to  
 commercial supply post approval in each country.

• Following FDA approval, initiated a charged-for program for other tumor type requests from rest of  
 world (ROW).

• Managed supply country caps to ensure fair and equitable treatment globally. Implemented an
 affiliate on-boarding and management process to ensure all affiliates were consulted on options for
 access in their countries and regular ongoing communication and feedback channels were established.

• Managed pricing by region and country as provided by affiliates.
 
• Managed all global access through a single Medicine Access solution supporting the HCP with the
 regulatory process ensuring a positive experience.

across 60+countries

This included 996 patients
for multiple tumor types

in the US


