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1. Strong, often polarized political & public debate (much criticism of large companies, incl. 
pharma)

2. Healthcare: ‘Main line Agreements’ will crash (unsustainable financial growth conditions)

3. Leadiant case (2018) leads to a lot of turbulence

4. Policy goals of the ministries of Economic Affairs and Health Care are not aligned (economic 
gain of the sector vs. costs of medicines)

5. Initiatives from MoH (as a reaction on Leadiant):
1. Compounding: stimulate compounding and see compounded medicines as equivalent to 

registered medicines
2. Use compulsory licensing as a solution for high prices
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Understanding the problem



Important (external) developments on compounding and IP
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Two approaches towards our stakeholders
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• Ministry of Health
• Ministry of Economic Affairs
• Members of Parliament
• IGJ
• CBG
• Other associations:

• Hospitals
• Health care insurance
• KNMP
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• Legal procedure NZA (compounding)
• Building pressure on MoH:

• Ministry Economic Affairs (MoEA)
• Visit Marcel Lechanteur (president EFPIA 

European Markets Committee)
• (Legal) letters to MoH and MoEA
• US and Swizz Embassies
• Permanent representative Brussels
• KNMP / NVZA
• VNO-NCW
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More balanced statements in policy documents
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IGJ: viewpoint supplied pharmacy preparations, August 2019

MoH – Questions about the draft budget 2020, October 2019



Compounding in the Netherlands
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Compounding for economic 
reasons is possible and 

reimbursed

GOVERNMENT FRAME
At risk: orphan medicines
through rediscovery (Leadiant
case)
Products already compounded
(Lupin case)

Only for pharmacists own
patients (Leadiant case)

Not for patented medicines in
a structured manner (legally
not allowed
Not for biologicals (technically
not feasible)

Not for complex products
(technically not feasible)

Only on a small scale (limited)

Not for medicines with a
negotiated deal p. 7

HOWEVER, THE REALITY IS 
MORE COMPLEX…



Upcoming focus
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NZa legal case
• Hearing on 30 October 2019
• Decision expected half January 2020

Policy developments on compounding
• Continue discussions with Ministries of Health and Economic Affairs 
• Stakeholder dialogue: KNMP (national pharmacy organisation) and IGJ (Inspectorate)

Intelligence for possible new cases
• One new case: mexiletine (Lupin Pharmaceuticals), 2 Nov 2019
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