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How is going to be paid?

Who is going to 
pay for what?

What should be 
paid

Main question leads to another two:

Next five years: 68 authorizations expected 
(20% of all new authorizations)



Where is the 
innovation?

Combination?

Who is going to 
pay for what?

What should be 
paid?

INNOVATION

ChemoChemo

PembrolizumabPembrolizumab

Cisplatin-
Gemcitabine

Cisplatin-
Gemcitabine

NivolumabNivolumab

Enfortumab
Vedontin

Enfortumab
Vedontin

AvelumabAvelumab



Role of Health Technology Assessment (HTA)

• Identify the most efficient indication

•Appraissal of evidence

New HTA Regulation:  Joint Clinical Assessment for all MS

Spain: 

•New HTA Royal Decree (RD) (in force by January 2025) address the use of JCA for decision

•New RD on Price & Reimbursement in 2025 (Draft for consultation by Q2 2025)

New access pathways to speed up the inclusion of innovative medicines within 
the NHS



How is going to be paid? 
(value-based pricing)
• Uncertainty-based pricing

• Dynamic pricing

• Managed entry agreements



Before the reimbursement  schemes…

• Three-way meeting: not possible (infringing anti-trust regulations)

• Receiving a joint submission from manufacturers: not possible (infringing anti-trust regulations)

Then…

• P&R authorities should deal with both manufacturers independently

• Uncertainty-based pricing: 

• where does the uncertainty come from? 

• Is there Clinical trials including the monotherapies to be compared?

• Dynamic pricing:

• Which component is subject to change in prices?

• Managed entry agreements

• Same story

So…

• Value-based pricing is difficult



What is a fair value for oncology combination pricing?

The assessment process is a critical barrier and the value of one or more constituents 
cannot be fairly recognized

New assessment methodologies/frameworks should be considered: involving a third 
party

Pricing by indication could be a temporal solution: either for first or second 
constituent.

Pricing specifically by combination



CONCLUSION AND TAKE HOME MESSAGES

• Very early dialogue to identify the sources of financial 
uncertainty:

• Clinical uncertainty

• Constituent efficacy

• Multi-stakeholder TRUST

• When clear benefit is present, combination will be 
reimbursed



The elephant in the room: 
who is going to pay for this?

It is not a matter of who but 
when
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