
DISEASE OVERVIEW
Payers have become increasingly aware 
of the potential cost burden of multiple 
myeloma treatment over the past five 
years, due to several factors:

The approvals of several high-cost 
biologics in increasingly early 
treatment lines

Increased patient life expectancies 
resulting in extended treatment 
durations

The surge in demand for high-cost 
combination regimens

…many drugs have been introduced in this 
field, they are quite expensive drugs.
Italian payer

…it is becoming more expensive in part 
because […] patients are living longer.
US payer

...The combinations are one of the things that 
will drive cost, and so yes, they are concerned.
US payer

OS remains the most 
important clinical 

endpoint

PFS and response 
rates are sometimes 

accepted

Further evidence 
needed to validate 

MRD

OS is the gold 
standard endpoint, 

with significant 
improvements likely 

to secure positive 
reimbursement 

across the US and 
Europe

Payers recognize the 
difficulties in 

collecting OS data, 
especially for drugs 
targeting early treat-
ment lines. PFS and 
response rates are 

thus sometimes 
accepted, depending 
on their significance

While the physician 
community is 

beginning to accept 
MRD negativity, 

payers stress that 
further research 

must be undertaken 
in order to validate 
the endpoint as a 

surrogate for survival

We always look at 
median OS, we know 

that OS changes the treatment 
for new drugs compared to 

older drugs.

Spanish payer

An extra five to six 
months of PFS could be a good 
improvement in the first line. Of 

course, in the last line it decreases, 
five months is the minimum that 

I consider as a payer.
Spanish payer

…an isolated MRD is not 
able to justify an additional 

benefit for a non-orphan drug 
currently. Maybe this will change 

over the next year.

German payer

MRD = minimal residual disease; OS = overall survival; PFS = progression-free survival
Source: Datamonitor Healthcare

Access to Recently Approved 
and Late-Stage Pipeline Therapies

Evidence and Value

Access to Early-Stage 
Pipeline Therapies

Over 20 CAR-T cell therapies 
are in Phase I/II development 
for multiple myeloma. Despite 
their curative potential, 
payers and physicians have 
several concerns.

Combination Therapies

With many double branded regimens already 
approved, and several triple branded regimens likely 
to gain approval in the future, payers desire new 
mechanisms to manage the costs of these expensive 
combinations. These mechanisms include:

Joint pricing negotiations with two different manufacturing companies
Indication-specific pricing with lower combined cost for the combination 
use

Multiple Myeloma Pricing, 
Reimbursement, 
and Access

Empliciti and Ninlaro struggled to gain 
positive reimbursement recommendations 
for second-line use in combination with 
Rd (Revlimid and dexamethasone), due to 
the high costs of the regimens, and 
questions surrounding their efficacies.

Darzalex is likely to be recommended in 
the front-line setting, but significant price 
decreases are expected.  As Velcade is due 
to lose patent protection in Q2 2019 in 
Europe, Darzalex plus VMP (Velcade, 
melphalan, prednisone) is expected to 
face fewer reimbursement challenges 
than Darzalex plus Rd.

FRANCE ITALY UK

Ninlaro
plus Rd

Empliciti
plus Rd

!

FRANCE ITALY UK

Darzalex 
plus Rd, 
or VMP

!

Approvals based on immature 
clinical trial data 

Need for new funding mechanisms, 
including annuity payments and 
risk sharing schemes  

Physician Concerns Payer Concerns

Uncertainty surrounding the ability 
to provide long term durable 
responses in MM patients  

High rates of cytokine-release 
syndrome

High up-front costs 
($400,000-$850,000 per patient)

Approvals based on immature 
clinical trial data

Darzalex + Kyprolis + 
Revlimid + dex

Darzalex + Ninlaro + 
Revlimid + dex

Empliciti + Revlimid + 
Velcade + dex

Darzalex + Revlimid + 
Velcade + dex

Combination Patient population

Examples of triple branded regimens in Phase II development

ASCT = autologous stem cell transplant; MM = multiple myeloma

Newly diagnosed MM

Newly diagnosed MM

Newly diagnosed MM

Newly diagnosed MM eligible 
for ASCT

*

*Restricted to 3rd and 4th line pa�ents; ini�al 
reimbursement through the Cancer Drugs Fund

Contact us to find out more

https://pages.pharmaintelligence.informa.com/dmhc-demonstration-request?src=Marketing%20Campaign

