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The Dutch lock procedure intents to prevent uptake of ineffective drugs and to negotiate
the price of effective drugs to regulate the impact on the healthcare budget’

The lock procedure was introduced in 2015 to prevent uptake What are the effects of the lock procedure on population
of ineffective drugs and to negotiate the price of effective health and the healthcare budget?

drugs to regulate the impact on the healthcare budget!

. . ) Technical analysis of a policy instrument, which can be used
Potential loss of health as drugs are unavailable to patients y poficy

e g ek EreEsdies to assess the impact of reimbursement procedures
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The lock procedure consists of three distinct phases: preparation, assessment and
negotiation

Preparation

Final decision on lock placement (€30 Dossier is assessed based on 4 criteria: The manufacturer and the Ministry of

days after market authorization) 1. Necessity Health negotiate a price
2. Effectiveness
Manufacturer to submit clinical, 3. Cost effectiveness Agreements on appropriate use are
economic and budget impact dossiers 4. Feasibility made
Ny N Ny
ZIN decides the ZIN advises the Ministry of Inclusion in the
dossier is complete Health on reimbursement Health Insurance act
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We assessed the effects for all drug indication combinations with a pharmacoeconomic
dossier completing the lock procedure before the end of 2022

Drug indication combinations

v

were placed in the lock between 2015-2021

v

completed the procedure before the end of 2022 (6 were declined™*)

v

a Contained (cost-)effectiveness information and were included in the analysis
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We compared the lock procedure with a comparative route of reimbursement which is
completed faster

440 days

was the average
duration of the lock
procedure

Average number of days of the Lock Procedure

134 days

We compared the lock
procedure with a different
route of reimbursement which
takes 134 days on average

= Preparation Assessment = Negotiation = Clock stop
92 days 153 days 184 days 12 days
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We developed a model to assess a net health effect and a budget effect

Lifetime incr. QALYs *
eligible patients *
time in years

Admission effect _. Admission effect
Calculated based on

Displacement effect Displacement effect budget impact per year?!

Lock Procedure

Comparative Route Admission effect Admission effect Net health effect =
of Reimbursement Displacement effect Displacement effect admission -
: displacement
® > >
EMA Approval End of Lock Procedure 5 years after lock procedure

| The admission effect is caused by the health benefits gained because of the new drug.

\ The displacement effect models health lost in other healthcare caused by the reallocation of funds. We assume a fixed healthcare budget, which means
that the funding for the new treatment leads to displacement elsewhere.

! During the lock procedure, the new drug is excluded, and the potential health benefits and losses are not capitalized.

! And we assessed the impact on the healthcare budget caused by the price negotiations
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https://www.iqhealthcare.nl/nl/kennisbank/tools/point-10-verdringingseffecten-zichtbaar-maken/

The modelling study is based on assumptions relating to the lead times, negotiated
discounts, time horizon, and displacement

Lead times: We use a scenario lasting 134 days for the comparative route

Discount: We apply the list price for the comparative route and use a scenario based on the

:% average discount that year for the lock procedure
OF

/- Time horizon: After the lock procedure, a fixed 5-year time horizon is applied

Ll
P Displacement: Based on existing research* which used 2012-2014 data, only displacement
_> within specialised hospital care is taken into account

All assumptions are used consistently; both during and after the lock, and for both the lock and the comparative route.
The results provide insight in the order of magnitude of the effect of the lock.
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During the lock procedure there are no admission effects and no displacement, but there
would have been effects if the new drug would have been available earlier

Health Effects during the Lock Procedure

B Admission W Displacement Net Health Effect

10.000
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Comparative Route (134 days)
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In the 5 years after the lock procedure, price negotiations limit the loss of total population
health through displacement

QALYs
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Health Effects 5 years after the Lock Procedure

B Admission W Displacement

Comparative Route (Listprice)

" Net Health Effect

Lock Procedure (Average Discount)
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The investment of exclusion during the lock procedure is compensated in the 5 years
after, leading to a positive incremental result

QALYs
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Total Health Effects for the Lock Procedure vs the Comparative Route

B Admission

101.379

Comparative Route

W Displacement 1 Net Health Effect

Lock Procedure

Incremental
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The lock procedure reduces the budget spent on new expensive drugs during and 5 years
after the lock procedure

Budget Impact during and after the Lock Procedure

€3.500min €3.154min
€ 2.889mln

€ 3.000min
€ 2.500min

€ 2.086mlin € 2.086min

€ 2.000min
€ 1.500min
€ 1.000min
€ 500min € 264min
€ omin I

-€ 500min

-€ 1.067min

-€ 1.000mln

-€ 1.500mln

Comparative Route | Comparative Route Lock Procedure Comparative Route Lock Procedure Incremental

During After Total

EQUALIS

VINTURA



12

The total effects of the lock procedure are a balance between health not gained during the
lock procedure and health not displaced in the 5 years after the lock procedure
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Results are dependent on the health benefits of the new drug, the
duration of the lock procedure, and the negotiated price

The lock does not capitalize on the potential health benefits of new
innovative drugs in the short term, but limits health loss in the long term

Price negotiations compensate the effects of exclusion during the lock
procedure

We suggest further research into:

- quantifying displacement

- alternative routes of reimbursement for cost-effective drugs

- the extent of financial arrangements for the comparative route
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We provide a framework for further development and to facilitate discussion about the lock
procedure

How can we make the
reimbursement process faster
without losing the benefits of
financial arrangements?

The duration of the lock procedure
is increasing which could cause the
balance to tip, what can we do to

improve this?

How can we stimulate innovation
whilst keeping the health of the
population in mind?

How can managed entry agreements
be in place faster?

Want to know more or discuss this research further, contact me at jennifer.boer@equalis.nl or +31-(0)6 29 62 84 16

Jennifer Boer MSc FQUALIS
13 Consultant VINTURA
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