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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 (Sykehusinnkjøp HF) 
directly1.

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):

1 Contact information

Date

Health technology developer

Name

Position

Telephone

E-mail

External representation
Name/organization
Phone/e-mail

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

Nye metoder - Request for reassessment of medical product

REASSESSMENT  REQUEST FORM (ENGLISH)

 1Norwegian Hospital Procurement Trust e-mail : nyelegemidler@sykehusinnkjop.no 

Reassessment Request Form (English) Version 1.1 (23.06.2023)
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Clinical practice

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

Briefly describe.

New data for the medicinal product

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

Expected date (quarter/year) for submission 
of documentation to Norwegian Medicines 
Agency

Dates must be stated

New data for the comparator

Describe any new data for the comparator

2 Medical product overview and assessment history

3 Basic prerequisites for reassessment

Indication

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).

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

Date?

Nye Metoder ID Number

Active substance

Trade name

REASSESSMENT  REQUEST FORM (ENGLISH)

Reassessment Request Form (English) Version 1.1 (23.06.2023)
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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.

Other conditions

Describe any other conditions that have 
changed since the previous assessment

4 Relevance of new data

REASSESSMENT  REQUEST FORM (ENGLISH)

Reassessment Request Form (English) Version 1.1 (23.06.2023)


	C3: Yes
	Date 2: 12/11/2024
	Health technology developer 2: Kyowa Kirin
	Name 2: Anna Ovanfors
	Position 2: Senior Value & Access Manager Nordics & Baltics
	Telephone 2: +46 73 0980 136
	E-mail 2: anna.ovanfors@kyowakirin.com
	Name/Organization 2: NA
	Indication 2: (Same population as the original assessment)

Poteligeo® (mogamulizumab) is indicated for the treatment of adult patients with mycosis fungoides (MF) or Sézary syndrome (SS) who have received at least one prior systemic therapy.

	Current decision from Beslutningsforum for Nye Metoder 2: Rejected on 18.03.2024
1. Mogamulizumab (Poteligeo) innføres ikke til behandling av voksne med mycosis fungoides (MF) eller Sézarys syndrom (SS) som tidligere har fått minst én systemisk behandling.

2.Dokumentasjonen av effekt er fortsatt usikker, og prisen er fortsatt for høy.
	Clinical practice 2: Is the description of Norwegian clinical practice in the original assessment still applicable, including comparator, prior treatment etc.?
Briefly describe.

Norwegian clinical practice of the previous assessment remains applicable. There are national and European treatment guidelines for MF/SS, issued by the Norwegian Directorate of Health, the European Society for Medical Oncology (ESMO) and the European Organisation for Research and Treatment of Cancer (EORTC) [1-3]. As the disease group is heterogeneous, the disease is relatively rare, and few good randomized controlled trials have been conducted, clinical practice varies between treatment centers and clinicians. Treatment of MF/SS rarely leads to a cure, and the treatment goal is therefore aimed at achieving disease control. Although treatment provides improvement, relapse is expected after some time. Treatment approach depends on the stage of the disease but first-line treatment in the early stages of the disease includes topical steroids or light therapy. This corresponds with the treatment regimen described in the Norwegian action program, where MF is divided into early and advanced disease.  In early-stage disease (IA, IB, IIA), treatment with local therapies such as steroid creams, psoralens and UV light (PUVA), radiotherapy, or other local treatments is recommended. Such treatment is primarily administered by dermatologists. Systemic treatment is chosen for patients with refractory MF disease and for patients presenting with extracutaneous disease. Treatment for advanced disease is mainly provided by oncologists. Patients with advanced disease or who are refractory to topical treatment may undergo total skin electron beam irradiation, or in more severe cases, receive systemic treatment such as interferon-α, bexarotene, chlorambucil, methotrexate, gemcitabine, and combination chemotherapy. Patients with SS may try photopheresis or the same systemic therapies indicated for patients with MF [1]. There are several treatment options for patients with MF/SS, and the first choice for patients requiring systemic treatment includes interferon-α or bexarotene, either as monotherapy or in combination. Additionally, extracorporeal photopheresis is mentioned as an option for patients eligible for systemic treatment. If the goal is not achieved with the aforementioned treatments, chemotherapy may be initiated, with gemcitabine being the first choice, although MTX and chlorambucil are also used to some extent. Systemic treatment is, for all practical purposes, the same for patients with MF and SS. However, there is a distinction between erythrodermic stages of MF and SS, which are treated with photopheresis, while this is not given in the plaque stage of MF. The ESMO treatment guidelines for MF and SS largely correspond with the recommendations in the Norwegian action program. However, Brentuximab vedotin is not approved in Norway by the Decision Forum for this indication. 
For mogamulizumab, the updated EORTC guidelines specifically recommend its use as a second-line treatment in multiple stages of MF and SS [3]. In addition, recent studies (a majority of which include European patients) demonstrate mogamulizumab's effectiveness and tolerability for MF and SS in real-world settings, showing alignment with clinical trial results in terms of efficacy, safety, and quality of life improvement [4-7]. Furthermore, real-world evidence also suggests that treatment with mogamulizumab was associated with reduced mortality specifically in SS cases (ISCL/EORTC stage IV and "pre-Sézary" (stage IIIB) patients) [8].
1. Helsedirektoratet. Nasjonalt handlingsprogram med retningslinjer for diagnostikk, behandling og oppfølging av pasienter med maligne lymfomer  2023. Available at: https://www.helsedirektoratet.no/retningslinjer/lymfekreft-handlingsprogram/behandling-ved-non-hodgkin-lymfom/t-nk-celle-lymfomer
2. Willemze, R., Hodak, E., Zinzani, P. L., Specht, L., Ladetto, M., & ESMO Guidelines Committee (2018). Primary cutaneous lymphomas: ESMO Clinical Practice Guidelines for diagnosis, treatment and follow-up. Annals of oncology: official journal of the European Society for Medical Oncology, 29(Suppl 4), iv30–iv40
3. Latzka, J., Assaf, C., Bagot, M., Cozzio, A., Dummer, R., Guenova, E., Gniadecki, R., Hodak, E., Jonak, C., Klemke, C. D., Knobler, R., Morrris, S., Nicolay, J. P., Ortiz-Romero, P. L., Papadavid, E., Pimpinelli, N., Quaglino, P., Ranki, A., Scarisbrick, J., Stadler, R., … Trautinger, F. (2023). EORTC consensus recommendations for the treatment of mycosis fungoides/Sézary syndrome - Update 2023. European journal of cancer (Oxford, England: 1990), 195, 113343. 
4. Romero, P. O., Pujol, R. M., Cravo, M., Montserrat, C. M., Cuba, I. Q., Rodríguez, D. N., González, P., Cortés, M. A., Combalia, A., Núñez, R. M., Córdoba, R., Cabral, R., Núñez, A., Zeberio, I., Fernández-de-Misa, R., Velasco, M. L., Feijoo, E. M., Martín-Martitegui, X., Capote, F. J., & Villar, A. M. (2024). A-198 Real-world effectiveness of mogamulizumab in Spain and Portugal: Second interim analysis of the MIBERIC study. European Journal of Cancer, 211, 114405.
5. Assaf, C., Booken, N., Dippel, E., Garzarolli, M., Haferkampt, S., Schlaak, M., Dobos, G., Ocker, L., Terheyden, P., Klemke, C. D., Nicolay, J., Wobser, M., Wohlrab, J., Bachinger, A., Danish, A., & Jadasz, J. (2023). Mogamulizumab in patients with mycosis fungoides or Sézary syndrome: interim analysis of the German non-interventional MINT study. European Journal of Cancer, 190, 113033.
6. Scarisbrick, J., Arumainathan, A., Cowan, R., DeSimone, J., Esler, C., Geskin, L., Goldaniga, M., Violetti, S., Mheidly, K., Morsia, E., Muniesa, C., Musiek, A., Nassi, L., Pagano, L., Pileri, A., Pujol, R. M., Quint, K., Rozati, S., Sandilands, K., & Teoli, M. (2024). A-201 Patient-reported symptoms and HRQL of MF and SS patients receiving mogamulizumab over 24 weeks: interim results from the PROSPER study. European Journal of Cancer, 211, 114459.
7. Beylot-Barry, M., Quereux, G., Nardin, C., Duval-Modeste, A. B., Dereure, O., Dalac-Rat, S., Dobos, G., Pham-Ledard, A., Ram-Wolff, C., D'Incan, M., Grange, F., Braniste, V., & Bagot, M. (2023). Effectiveness of mogamulizumab in patients with mycosis fungoides or Sézary syndrome: A multicentre, retrospective, real-world French study. Journal of the European Academy of Dermatology and Venereology, 37(9), 1777–1784.
8. Bozonnat, A., Beylot-Barry, M., Dereure, O., D'Incan, M., Quereux, G., Guenova, E., Perier-Muzet, M., Dalle, S., Grange, F., Viguier, M. A., Ram-Wolff, C., Feldmeyer, L., Beltraminelli, H., Bonnet, N., Amatore, F., Maubec, E., Franck, N., Machet, L., Chasset, F., Brunet-Possenti, F., … Cutaneous Lymphomas French Study Group. (2024). Real-life efficacy of immunotherapy for Sézary syndrome: a multicenter observational cohort study. EClinicalMedicine, 73, 102679.

	New data for the medical product 2: NA. Efficacy and safety data for mogamulizumab will use the pivotal trial. 
	Expected date (quarter/year) for submission of documentation to norwegian medicines agency 2: End of May 2025
	New data for the comparator 2: A new Real-World Evidence (RWE) study using high-quality Danish register data (used as a proxy for Norway) is being conducted to generate new evidence from local clinical practice. Specifically, the data are used to construct an indirect comparison group that reflects the SoC in Denmark, allowing for an adjusted comparison of the intervention’s effect from the RCT to the real-world outcomes. This approach leverages robust register data to align the trial population with local patient characteristics, ensuring a more clinically relevant evaluation of the intervention. The study focuses on key clinical questions, particularly the potential outcomes of mogamulizumab treatment in terms of overall survival (OS), next-treatment-free-survival (NTFS), duration of treatment (DOT), and time to next treatment (TTNT), the latter as a proxy for PFS, compared with the current standard of care.
	Nye metoder ID number 2: ID2018_032
	Active substance 2: Mogamulizumab
	Trade name 2: Poteligeo®
	New data 2: Nye Metoder’s current decision is founded on the uncertainty related to the lack of clinically relevant comparator and high price. Furthermore, a simplified assessment (Pathway D) was conducted, which does not include a cost -effectiveness analysis.

As mentioned, a new RWE study, currently under development, is using high-quality registry data from Denmark to inform and serve as a proxy for evidence regarding the treatment landscape in Norway and address the concerns raised in the previous assessment report. Specifically, in the study, a matching-adjusted indirect comparison (MAIC) between the MAVORIC trial and the Danish register data will be conducted, focusing on key clinical questions, such as the effects of mogamulizumab on OS, NTFS, DOT, and TTNT, compared with the current SoC. TTNT will be used as a proxy for PFS.

The results of the RWE study will be completed by the 31st of January 2025 and the results will be available in time for the resubmission.

In addition, a full CEM will be submitted, quantifying the costs and benefits of adopting mogamulizumab. The CEM will be based on a partitioned survival structure able to capture clinical effectiveness, HRQoL and costs by leveraging published economic evidence and local healthcare use data. By utilizing data from clinical practice, robust estimates of mogamulizumab’s efficacy will be obtained, ensuring that the results of the cost-effectiveness model are highly relevant to the local Norwegian setting. Consequently, the CEM is expected to address concerns associated with the use of mogamulizumab. Lastly, Kyowa Kirin are open to discussing adjustments to the net price.

Overall, the new evidence is expected to reduce uncertainty regarding the clinical benefit and cost-effectiveness of mogamulizumab in Norway, address previously identified gaps and result in a positive recommendation by Nye Metoder’s Decision Forum.

	Other conditions 2: The previous submission followed a simplified health technology assessment process, where full cost-effectiveness analyses were not carried out and only a clinical assessment plus an incremental cost analysis was submitted. The new submission will consider a full-cost effectiveness model (CEM), quantifying the costs and benefits of adopting mogamulizumab. The CEM will be based on a partitioned survival structure able to capture clinical effectiveness, health-related quality of life (HRQoL) and costs by leveraging published economic evidence and local healthcare use data. This cost-effectiveness analysis will generate results that align with the current decision framework (i.e., ICER, and budget impact). 


