
1

To request an assessment of a new medicinal product or a new indication for an existing medicinal product through 
Nye metoder, health technology developers should complete this form. By submitting a request for assessment, the 
developer signals that it plans to submit documentation for such an assessment.  

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

A request for assessment may not be submitted prior to day 120 of the European Medicines Agency (EMA) market-
ing authorisation assessment process for new medicinal products under regular approval procedure, or prior to day 
1 for variation/extension assessments and for medicinal products under accelerated assessment. 

This form must be completed in its entirety. Nye metoder will plan the assessment process based on the informa-
tion provided in the request form. 

At the time of request for assessment, the health technology developer must have a plan for when it intends to 
submit documentation for assessment.

Information about Nye metoder can be found online (nyemetoder.no). Please contact Sekretariatet for Nye metod-
er 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): 

Nye metoder - Request for assessment of medicinal product

Date

1 Contact information

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
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Does the request concern a new 
active substance?

2 Medicinal product overview

3 Assessment history

Trade name

Generic name

Marketing authorisation in Norway

ATC code

Mode of administration

Pharmacotherapeutic group and 
mechanism of action

Briefly describe

Has the medicinal product previously 
been assessed by Nye metoder for 
other indications?

If yes, enter the Nye metoder ID 
number

Expected indication relevant to the 
request

Expected indication must be 
written in Norwegian

Are you aware of other medicinal 
products assessed by Nye metoder 
for the same indication? 

If yes, enter the Nye metoder ID 
number

ASSESSMENT REQUEST FORM (ENGLISH)

Assessment Request Form (English) Version 1.1 (23.06.2023)
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Procedure number for the marketing 
authorisation assessment in EMA

Expected date (month/year) of 
marketing authorisation in Norway

Expected date (month/year) of CHMP 
positive opinion

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

Dates must be stated 

Will the new method require 
diagnostic testing for biomarker 
analysis? 

Do you know whether diagnostics 
can be performed by the public 
health service or whether it must be 
performed by an external supplier?

Which biomarker(s) are relevant and 
which publications describe this? 

Please refer to publications 

Will introduction of the new method 
require establishment of other/new 
infrastructure?

For example, custom analysis 
machine, digital pathology/
AI-based analysis, proteomics, 
functional tests etc.?

Pre-analytical requirements 

For example, biopsies, other 
sampling, sample processing etc. 
are required.

4 Expected timeline

5 Diagnostics and resource use
Fill inn where relevant

ASSESSMENT REQUEST FORM (ENGLISH)
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Test execution: is there a need to 
establish one specific test or is a 
biomarker already established in the 
health service (e.g. in gene panels)?

Description of reading of results 
including data analysis program if 
necessary. 

Which patient groups need to be 
tested, and what is the expected 
proportion of findings that provide 
treatment options?

Description of the disease

Brief description of the 
pathophysiology and clinical 
presentation/symptoms, possibly 
including references

Cancer

If the method applies to the 
medical field of cancer, specify 
which type of cancer is relevant

Therapeutic area

Specify which field best describes 
the method 

Current treatment

Current standard treatment in 
Norway, including references

6 Description of the disease and current treatments

ASSESSMENT REQUEST FORM (ENGLISH)
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Prognosis

Describe the prognosis with current 
treatment options, including 
references

The new medicinal product’s 
placement in the treatment algorithm

Patient population

Description, incidence and 
prevalence of the patient 
population covered by the relevant 
indication* in Norway, including 
references. 

Number of Norwegian patients 
assumed to be relevant for new 
method

* The entire patient group covered
by the indication in question is to
be described

Are there existing procurements or 
tenders in the therapeutic area?

Does the supplier consider the 
medicinal product to be comparable 
to other medicinal products?

Are there other medicinal products 
with a similar mechanism of action 
and/or similar effect (for the same 
indication)?

7 Comparability to other medicinal products and inclusion in tender

ASSESSMENT REQUEST FORM (ENGLISH)
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Study ID

Study name, NCT 
number, hyperlink

Intervention (n)

Dosage, dosing 
interval, duration of 
treatment 

Study 1 Study 2 Study 3

Study type and design

Comparator (n)

Dosage, dosing 
interval, duration of 
treatment

Objective

Endpoints

Primary, secondary 
and exploratory 
endpoints, 
including definition, 
measurement 
method and, if 
applicable, time of 
measurement

Population

Important inclusion 
and exclusion criteria

Relevant subgroup 
analyses

Description of any 
relevant subgroup 
analyses

8 Relevant clinical trials
(pivotal trial(s) and clinical studies relevant for establishing relative efficacy)

ASSESSMENT REQUEST FORM (ENGLISH)
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Follow up time

If the study is 
ongoing, indicate the 
follow-up time for 
the data expected 
to be available for 
assessment by the 
Norwegian Medicines 
Agency as well as the 
expected/planned 
total follow-up time 
for the study

Study 1 Study 2 Study 3

Time perspective 
results

Ongoing or 
completed study? 
Available and future 
data cut-offs

Publications

Title, author, journal, 
year. Expected date 
of publication

Are there ongoing or planned studies 
for the medicinal product within the 
same indication that may provide 
further information in the future?

If yes, state the expected time 
perspective for data availability

Are there ongoing or planned studies 
for the medicinal product for other 
indications?

9 Ongoing and planned studies

ASSESSMENT REQUEST FORM (ENGLISH)
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Type of health economic analysis 

E.g. cost-per-QALY analysis or cost
minimisation analysis

(Justify the proposal)

The patient population on which the 
health economic analysis is based, 
including any subgroups.

The main analysis (base case) 
shall include the entire patient 
population covered by the 
indication sought.

What type of documentation will 
form the basis for health-related 
quality of life data?

What type of documentation will 
form the basis for estimating relative 
efficacy? 

(Direct or indirect evidence)

Expected pharmaceutical budget 
impact per year, in the 5-year period 
following a potential approval 

10 Expected health economic documentation
Enter information about the expected health economic analysis

Can the method be appropriate for 
assessment through FINOSE (yes/no)

If no, why not?

11 Suitable for FINOSE?

ASSESSMENT REQUEST FORM (ENGLISH)
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Have you been in contact with 
clinicians at Norwegian health 
trusts about this medicinal product/
indication? Yes/no

If so, who have you been in 
contact with and what have been 
their contribution?

(Relevant information in 
connection with the recruitment 
of experts in the field at Nye 
metoder)

Are there specific circumstances 
related to the medicinal product 
implying that a plain discount may 
not be appropriate for fulfilment of 
the priority criteria (yes/no)?   

If yes, a separate form must 
be completed and sent 
nyelegemidler@sykehusinnkjop.
no at the same time as 
documentation is sent to the 
Norwegian Medicines Agency for 
a health technology assessment. 

Information and form:

https://www.sykehusinnkjop.
no/om-oss/informasjon-og-
opplering/

Any other relevant information?

12 Other relevant information
Disclose other aspects that Nye metoder should be aware of.
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	Date: 
	Health technology developer: J&J Innovative Medicine
	name: Kaspar Nieland
	Position: HEMAR Manager
	Telephone: 40702005
	Email: knieland@its.jnj.com
	External representation - name/organizationn - phone/email: 
	C2: Yes
	Active substance: No
	Trade name: CARVYKTI
	Generic name: Ciltacabtagene Autoleucel
	Marketing authorisation in norway: Yes
	ATC-code: L01XX
	Mode of administration: Infusion
	Pharmacotherapeutic group: Ciltacabtagene autoleucel (cilta-cel/JNJ-4528) is a novel autologous CAR-T cell therapy that consists of a patient’s own T cells that have been reprogrammed to express two domains directed towards two distinct BCMA sites. BCMA is a member of the tumour necrosis factor receptor family that is preferentially expressed by mature B lymphocytes and is essential for regulating B cell maturation and differentiation into plasma cells. BCMA’s selective overexpression and activation on MM cells supports its candidacy as a target for novel CAR T therapies such as cilta cel. 
	expected indication: CARVYKTI er indisert til behandling av voksne pasienter med residiverende og refraktær myelomatose, som har fått minst én tidligere behandling, inkludert et immunmodulerende middel og en proteasomhemmer, har vist sykdomsprogresjon under siste behandling og er refraktære overfor lenalidomid.
	Other indications: Yes, ID2021_143
	Same indications: No
	Procedure number for marketing authorisation assessment in EMA: EMEA/H/C/005095
	Expected date (month/year) of CHMP positive option: CHMP positive opinion received February 2024
	Expected date (month/year) marketing authorisation in norway: MA granted
	Expected date (quarter/year) submission of documentation: December 2024
	testing for biomaker analysis?: No
	Which biomaker: NA
	Diagnostics preformance: NA
	Establishment of other/new infrastructure: NA
	Pre-analytical requirements: NA
	Tst extecution: NA
	Description of reading of results: NA
	Which patient groups: NA
	Therapeutic area: [Blodsykdommer]
	Description of the disease: Multiple myeloma is a rare and genetically complex hematological malignancy that initiates in plasma cells, a type of white blood cell that is responsible for antibody production. The disease arises when a single plasma cell undergoes an oncogenic event that leads to its over-proliferation, and in turn, causes an abnormally high number of cell clones to be situated in the bone marrow. These plasma cell clones, and the abnormal antibody they produce (M protein), accumulate throughout the body and cause several of the signs, symptoms, and complications that are characteristic of MM (e.g., CRAB complications: hypercalcemia, renal impairment, anemia, and bone disease).
	Cancer treatment: Anbefalt andrelinjebehandling er regime basert på daratumumabAnbefalt tredjelinjebehandling er regime basert på karfilzomibAnbefalt fjerdelinjebehandling er regime basert på pomalidomidKilder:Maligne Blodsykdommer - Handlingsprogram (Siste faglige endring 17 april 2024)Metodevurderingsrapport ID2021_143
	Cancer: [Blod- beinmargs- og lymfekreft]
	Prognosis: Among patients with 1-3 previous lines of treatment, those with lenalidomide-refractory MM experience particularly poor disease outcomes.(1) A recent analysis of patients with MM refractory to lenalidomide, 1-3 PL, and exposure to both a PI and IMiD revealed a median overall survival (OS) of 38.7 months and a median PFS of 6.0 months.(2)Reference:(1) Lecat CSY, Taube JB, Wilson W, Carmichael J, Parrish C et al. (2021) Defining Unmet Need Following Lenalidomide Refractoriness: Real-World Evidence of Outcomes in Patients With Multiple Myeloma. Front Oncol 11 703233(2) Dhakal B, Einsele H, Schecter J, Deraedt W, Lendvai N et al. (2022) Real-world Assessment of Treatment Patterns and Outcomes in Patients With Lenalidomide-refractory Relapsed Multiple Myeloma From the Flatiron Database. 19th International Myeloma Society Annual Meeting. Los Angeles, CA. Aug 24-27, 2022
	The new medicinal product: 2L or later line of therapy, for patients that previously have been treated with a proteasome inhibitor (PI) and an immunomodulatory drug (IMiD) and who are refractory to lenalidomide
	Patient population: In 2023 the MM incidence was 562 and the prevalence 3 531 in Norway.(1) The epidemiology of lenalidomide-refractory MM can be assumed to be similar to—though lower than—that of MM. In European studies, 48.0% to 89.0% of patients became lenalidomide-refractory after relapse.(2-4) In a previous HTA assessment of CARVYKTI, DMP estimated the prevalence of triple-class exposed MM patients to be 119 in Norway.(5) The patient estimate is likely similar for double-class exposed patients, but apheresis and hospital capacity will be limiting factors. References: (1) Kreftregisteret. Årsrapport 2021 med resultater og forbedringstiltak fra Nasjonaltkvalitetsregister for lymfoide maligniteter. Oslo 2022 Contract No.: ISBN: 978-82-473-0109-8(2) Charlinski G, Grzasko N, Jurczyszyn A, Janczarski M, Szeremet A et al. (2018) The efficacy and safety of pomalidomide in relapsed/refractory multiple myeloma in a "real-world" study: Polish Myeloma Group experience. Eur J Haematol 101 (3)Wester R, Dinmohamed AG, van der Holt B, Zweegman S, Minnema M et al. (2022) Pomalidomide in Patients With Relapsed and/or Refractory Multiple Myeloma: A Prospective Study Within the Nationwide Netherlands Cancer Registry. Hemasphere 6 (2): e683(4) Rodriguez-Otero P, Sirvent M, González-Rodríguez AP, Lavilla E, de Coca AG et al. (2021) Pomalidomide, Cyclophosphamide, and Dexamethasone for the Treatment of Relapsed/Refractory Multiple Myeloma: Real-World Analysis of the Pethema-GEM Experience. Clin Lymphoma Myeloma Leuk 21 (6): 413-420(5)https://www.nyemetoder.no/4a2a22/siteassets/documents/rapporter/id2021_143_ciltacabtagene-autoleucel_carvykt_-resid.refrak.myelomatose_subgruppe--hurtig-metodevurdering-offentlig-versjon.pdf
	Existing procurements in therapeutic area: No
	Any other medicinal products: Yes, there are other CAR-Ts with indication in MM, but none are reimbursed, and no other treatments have similar effect to CARVYKTI. 
	Consider supplier: No
	1 Study ID: A Study Comparing JNJ-68284528, a CAR-T Therapy Directed Against B-cell Maturation Antigen (BCMA), Versus Pomalidomide, Bortezomib and Dexamethasone (PVd) or Daratumumab, Pomalidomide and Dexamethasone (DPd) in Participants With Relapsed and Lenalidomide-Refractory Multiple Myeloma (CARTITUDE-4)NCT04181827https://www.clinicaltrials.gov/study/NCT04181827
	2 Study ID: 
	3 Study ID: 
	1 Study type and design: Phase 3 Randomized Study
	2 Study type and design: 
	3 Study type and design: 
	1 Objective: The purpose of this study is to compare the efficacy of JNJ-68284528 (ciltacabtagene autoleucel [cilta-cel]) with standard therapy, either Pomalidomide, Bortezomib and Dexamethasone (PVd) or Daratumumab, Pomalidomide and Dexamethasone (DPd)
	2 Objective: 
	3 Objective: 
	1 Population: Participants who have previously received 1 to 3 prior line(s) of therapy, that included a proteasome inhibitor (PI) and an immunomodulatory drug (IMiD) and who are refractory to lenalidomidInclusion criteria:-Have received 1 to 3 prior lines of therapy including a proteasome inhibitor (PI) and an immunomodulatory drug (IMiD)-Have documented evidence of PD by International Myeloma Working Group (IMWG) criteria based on investigator's determination on or within 6 months of their last regimen-Be refractory to lenalidomide per IMWG consensus guidelines (failure to achieve minimal response or progression on or within 60 days of completing lenalidomide therapy). Progression on or within 60 days of the last dose of lenalidomide given as maintenance will meet this criterion. For participants with more than 1 prior line of therapy, there is no requirement to be lenalidomide refractory to the most recent line of prior therapy. However, participants must be refractory to lenalidomide in at least one prior lineExclusion criteria:-Prior treatment with chimeric antigen receptor T-cell (CAR-T) therapy directed at any target-Any previous therapy that is targeted to B-cell maturation antigen (BCMA)
	2 Population: 
	3 Population: 
	1 Endpoints: Primary endpoint: PFSSecondary endpoints: CR or sCR, ORR, MRD negativity, OS, PFS2, AEs, QoL
	2  Endpoints: 
	3 Endpoints: 
	1 Relevant subgroup: 
	2 Relevant subgroup: 
	3 Relevant subgroup: 
	1 Intervention: Ciltacabtagene Autoleucel Cilta-cel infusion will be administered at a target dose of 0.75 * 10^6 CAR-positive viable T cells/kilogram (kg).
	2 Intervention: 
	3  Intervention: 
	1 Comparator: PVd or DPdDrug: PomalidomidePomalidomide 4 mg will be administered orally.Drug: BortezomibBortezomib 1.3 milligram per meter square (mg/m^2) will be administered subcutaneously (SC).Drug: DexamethasoneDexamethasone 20 mg/day (10mg/day for participants >75 years of age) (on bortezomib treatment days and the days following bortezomib treatment) will be administered orally in PVd treatment; and orally or intravenous (IV) at 40 mg weekly (20mg weekly for participants >75 years of age) in DPd treatment.Drug: DaratumumabDaratumumab 1800 mg will be administered S
	2 Comparator: 
	3 Comparator: 
	1 Follow up time: Median follow-up December 2023, 28.7 months
	2 Follow up time: 
	3 Follow up time: 
	1 Time perspective: Ongoing 
	2 Time perspective: 
	3 Time perspective: 
	1 Publications: 15.9 months follow-upSan-Miguel J, Dhakal B, Yong K, et al. Cilta-cel or Standard Care in Lenalidomide-Refractory Multiple Myeloma. N Engl J Med. Jul 27 2023;389(4):335-347. doi:10.1056/NEJMoa2303379
	2 Publications: 
	3 Publications: 
	Ongoing studies - further information: Yes, CARTITUDE-5 (Phase 3, estimated 2026) and CARTITUDE-6 (Phase 3, estimated 2033) for newly diagnosed MM. 
	Ongoing studies indications: No
	Type of health economic analysis: We recommend a cost-per-QALY analysis due to H2H data against relevant comparators from the phase 3 CARTITUDE-4 study
	Patient population sungroups: Myelomatosepasienter som tidligere har blitt behandlet med en proteosomhemmer og et immunmodulerende legemiddel og som er lenalidomid-refraktære
	Which documentation estimating relative efficacy: Direct H2H evidence from CARTITUDE-4 
	Health related quality of life: EQ-5D-5L from CARTITUDE-4 
	Expected pharmaceutical budget: Not yet estimated 
	Suitable for FINOSE: No, HTA already ongoing in Sweden  
	Contact with clinicians at norwegian health trusts: Not for this indication 
	Spesific circumstances: Yes 
	Andre relevante opplysninger? 2: 


