REASSESSMENT REQUEST FORM (ENGLISH) NYE METODER

Nye metoder - Request for reassessment of medical product

A health technology developer seeking reassessment of a medicinal product/indication previously assessed by Nye
metoder, should contact Nye metoder using this form, provided requirements detailed below are met.

Please send the completed form to Nye metoder by e-mail: nyemetoder@helse-sorost.no.

A request for reassessment must apply to the same population as the original assessment. If the request relates to
another population or a subpopulation, then the form titled “Request for assessment of medicinal product” should
be used (see nyemetoder.no).

If there is no new clinical data, a request for reassessment is not warranted. If only the cost of the new method has
changed since the previous assessment, contact the Norwegian Hospital Procurement Trust (Sykehusinnkjgp HF)
directly®.

This form must be completed in its entirety. Based on the request, Nye metoder will assess whether there are
grounds for commissioning a reassessment. The request must be justified.

Information about Nye metoder can be found online (nyemetoder.no). Please contact Sekretariatet for nye
metoder if you have any questions.

Please note: The form will be published in its entirety.

The submitter is aware that the form will be published in its entirety (tick): J

1 Contact information

Date 19.march 2024

Health technology developer

Name Fredrik Neij

Position Director Market Access - Nordics
Telephone +46 709 15 49 53

E-mail fneij@incyte.com

External representation
Name/organization
Phone/e-mail

PLEASE NOTE: For external
representation, please attach an
authorisation/power of attorney

'Norwegian Hospital Procurement Trust e-mail : nyelegemidler@sykehusinnkjop.no
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2 Medical product overview and assessment history

A request for reassessment must apply to the
same population as the original assessment.
If the request relates to another population
or a subpopulation, the form titled “Request
for assessment of medicinal product” should
be used (see nyemetoder.no).

Nye Metoder ID Number 1D2020_111

Active substance Tafasitamab

Trade name Minjuvi

Indication Tafasitamab in combination with lenalidomide followed by

tafasitamab monotherapy for the treatment of adults with
relapsed or refractory diffuse large B- cell ymphoma
(DLBCL) who are not candidates for autologous stem cell
transplantation (ASCT).

Current decision from Beslutningsforum
for nye metoder (Nye metoder’s Decision
Forum)

Date?

Tafasitamab (Minjuvi) was, 23rd of October 2023, rejected
by Beslutningsforum for use in above mentioned indication

3 Basic prerequisites for reassessment

Clinical practice

Is the description of Norwegian clinical
practice in the original assessment still
applicable, including comparator, prior
treatment etc.?

Briefly describe.

The clinical practice used in the original assessment is still largely applicable.

For patients with relapsed or refractory diffuse large B- cell ymphoma (R/R DLBCL) aged > 65-70 years and who are
not candidates for HMAS, CAR-T treatment or allogeneic stem cell transplantation, the treatment goal is usually
life-prolonging palliation in 2nd and later lines. Regimes that can be used are GeMOX, ENAP, trofosfamide, CVP,
and IME. Rituximab is added to those who have not received it before or where at least six months have passed
since they responded to a regimen which contained rituximab. Another option is polatuzumab vedoton in
combination with bendamustine and rituximab.

Yescarta is also approved by beslutningsforum in 3L+ R/R DLBCL. This is unchanged from the original assessment.
Recently Yescarta has also been approved in 2L.

Tafasitamab in combination with Lenalidomide could offer a chemotherapy-free option for patients who are:
- > 65-70 years of age and where chemotherapy (and per consequence also no ASCT) is not desirable from a
medical point of view or as a preference from the individual patient.

- not candidates for CAR-T treatment

New data for the medicinal product

Briefly describe why there are grounds for a
reassessment of the method. Describe the
available new data

Some of the major limitations of the data according to the report from DMP was the
non-randomized study design combined with a short follow up and limited number of patients.
There are now published 5-years follow up data from the registration trial (L-MIND) confirming
the long term efficacy and safety of the treatment in R/R DLBCL. There are also
presented/published real word evidence (RWE) data on tafasitamab + lenalidomide in treatment
of R/R DLBCL. These data complements the data in the L-MIND trial.

These long term follow up results and RWE data addresses some of the major limitations
described in the previous assessment.

New data for the comparator

Describe any new data for the comparator

Expected date (quarter/year) for submission Q32024
of documentation to Norwegian Medicines
Agency
Dates must be stated
NA
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Other conditions

Describe any other conditions that have
changed since the previous assessment

4 Relevance of new data

New data

Give an account of the new data compared
to the original results that formed the basis
for the current decision by Beslutningsforum
for Nye metoder (Nye metoder’s Decision
Forum)

Describe how the new data can help meet
the prioritisation criteria.

Some of the major limitations of the data according to the report
from DMP was the non-randomized study design combined with a
short follow up and limited number of patients.

- There are now published 5-years follow up data from the
registration trial (L-MIND) confirming the long term efficacy and
safety of the treatment in R/R DLBCL. These new long term data
from L-MIND will decrease the uncertainty due to the short follow
that was discussed in the assessment from DMP.

- RWE data will decrease the uncertainty due to the limited
number of patients that was discussed the assessment from DMP.
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