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Dear Ms Agema,

In a letter of 27 September 2022 (reference CIBG-22-04456), your predecessor
asked the National Health Care Institute to assess whether the medicinal product
nirmatrelvir/ritonavir (Paxlovid®) can be included in the Medicine Reimbursement
System (hereinafter also "GVS”). On 27 October 2022, the National Health Care
Institute recommended that this medicinal product should be included on List 1B
of the GVS.

At the time, during the exceptional situation of the coronavirus pandemic, a
provisional exemption from the pharmacoeconomic analysis was granted to
ensure rapid availability of nirmatrelvir/ritonavir in the Netherlands. Following the
results of the budget impact analysis (BIA) of September 2022, where the budget
impact was over €10 million?, the marketing authorisation holder has been
working on a pharmacoeconomic analysis that was submitted to the National
Health Care Institute on 17 February 2023.

On 13 July 2023, the National Health Care Institute therefore advised your
predecessor to extend the provisional exemption for the pharmacoeconomic
analysis to 1 January 2024. This was because the actual budget impact turned out
to be under €10 million, given the situation for COVID-19 at the time and the low
number of insurance claims for nirmatrelvir/ritonavir.

Developments in the coronavirus pandemic

No noteworthy changes have occurred related to the coronavirus pandemic since
that latest recommendation by the National Health Care Institute about
nirmatrelvir/ritonavir. The new phase that had already started and made it
possible to drop specific measures is still the case.

Budget impact
At the present time, we can no longer speak of it as a pandemic. The average
viral load in sewage water - reflecting the number of infections - fluctuates per

1 The threshold adopted by the National Health Care Institute for requiring a pharmacoeconomic analysis is
€10 million. If the budget impact is more than €10 million, a pharmacoeconomic analysis is always required.
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quarter.? The fluctuations in the number of infections can also be seen in the
insurance claims for nirmatrelvir/ritonavir (unpublished data). Based on the most
recent insurance claim data, the number of times it is issued varies between 70
and 280 per quarter. The total expenditure in 2023 on nirmatrelvir/ritonavir was
€766,433, which is a long way below the threshold of €10 million. Given that no
rising trend can be seen in 2023 in the number of times it has been issued, the
National Health Care Institute assumes that expenditure in the future will also
remain below €10 million.

Evaluation of the pharmacotherapy reassessment

The GVS advisory report of 27 October 2022 stated that the National Health Care
Institute would evaluate the need for a pharmacotherapeutic reassessment of
nirmatrelvir/ritonavir after one year. In the GVS advisory report of 13 July 2023,

that reassessment was postponed until at least January 2024. The National Health

Care Institute has no new data that suggests reassessing nirmatrelvir/ritonavir.
Together with the current situation for COVID-19 and the continuing low number
of insurance claims for nirmatrelvir/ritonavir, this has led to the National Health
Care Institute deciding that a reassessment is not necessary.

Conclusion and advice

On the basis of the above, the provisional exemption from a pharmacoeconomic
analysis has been amended to a definitive exemption. The National Health Care
Institute recommends that nirmatrelvir/ritonavir should remain included in the
GVS under the current conditions.

Yours sincerely,

Karin Timm
Acting Chair of the Executive Board

2 1. RIVM (2024). Weekcijfers coronavirus (Weekly coronavirus figures) SARS-CoV-2. Retrieved on

09/09/2024, from https://www.rivm.nl/corona/actueel/weekciijfers.
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