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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)

Assessment Request Form (English) Version 1.1 (23.06.2023)
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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)

Assessment Request Form (English) Version 1.1 (23.06.2023)
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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)

Assessment Request Form (English) Version 1.1 (23.06.2023)
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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)

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

ASSESSMENT REQUEST FORM (ENGLISH)

Assessment Request Form (English) Version 1.1 (23.06.2023)
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	New Bookmark

	Date: 13th of August, 2024
	Health technology developer: AbbVie
	name: Martin Eriksson
	Position: HEOR & HTA Manager
	Telephone: +46 72 242 26 17
	Email: martin.eriksson@abbvie.com
	External representation - name/organizationn - phone/email: -
	C2: Yes
	Active substance: Yes
	Trade name: Elahere
	Generic name: mirvetuximab soravtansine-gynx
	Marketing authorisation in norway: AbbVie
	ATC-code: L01FX26
	Mode of administration: Intravenous infusion
	Pharmacotherapeutic group: Mirvetuximab soravtansine is an antibody-drug conjugate. The monoclonal antibody is a chimeric IgG1 directed against FRα. The small molecule, DM4, is a potent cytotoxic tubulin inhibitor, attached to the antibody via a cleavable linker. Upon binding to the FRα receptor, mirvetuximab soravtansine is internalized into the cell followed by intracellular release of cytotoxic maytansinoid (DM4) via proteolytic cleavage. DM4, and its active metabolites, disrupts the microtubule network within the cell, resulting in cell cycle arrest and apoptotic cell death. Additionally, DM4 and its metabolites can enter neighboring cells after release from target cells to induce bystander cytotoxicity, which is effective for heterogeneous and metastatic tumor cells.
	expected indication: ELAHERE som monoterapi er indisert til behandling av voksne pasienter med folatreseptor-alfa (FRα)-positiv, platinaresistent epitelial ovarie-, eggleder- eller primær bukhinnekreft som har fått én til tre tidligere systemiske behandlingsregimer.
	Other indications: No
	Same indications: No
	Procedure number for marketing authorisation assessment in EMA: EMEA/H/C/005036/0000
	Expected date (month/year) of CHMP positive option: September 2024
	Expected date (month/year) marketing authorisation in norway: October/November 2024
	Expected date (quarter/year) submission of documentation: Q4 2024
	testing for biomaker analysis?: Yes
	Which biomaker: Folate receptor alpha (FRα). 
Described in the Mirasol study: Moore KN, Angelergues A, Konecny GE, et al. Mirvetuximab soravtansine in FRα-positive, platinum-resistant ovarian cancer. N Engl J Med. 2023;389(23):2162-2174. 
Described in the Soraya study: Matulonis UA, Lorusso D, Oaknin A, et al. Efficacy and Safety of Mirvetuximab Soravtansine in Patients With Platinum-Resistant Ovarian Cancer With High Folate Receptor Alpha Expression: Results From the SORAYA Study. J Clin Oncol. 2023;41(13):2436-2445.
	Diagnostics preformance: Public health service.
	Establishment of other/new infrastructure: No, only an additional IHC kit to the commonly used Ventana platform is needed. This is the test used in clinical studies (Roche Diagnostics) and the Ventana platform is established and used in most hospitals in Norway.
	Pre-analytical requirements: Tissue biopsy is used. When testing for FRα, a new slice from the already existing paraffin embedded tissue, that was prepared earlier during the patients diagnosis, is taken. FRα expression does not change over time, so primary tissue sample can be used and no additional biopsy is needed for FRα testing.
	Tst extecution: Biomarker not established in the health service at the moment. Implementation of new anti-body staining will be easily implemented in the currently used platform. Similar to other tests in use. Quickly set up according to Roche Diagnostics who developed the test used in clinical trials.
	Description of reading of results: Must be high FRα tumor expression (≥75% of cells with ≥2+ staining intensity using the PS2+ scoring).
	Which patient groups: Patients with platinum resistant ovarian cancer. 36% of patients screened for the Soraya trial were considered FRα-high. (Matulonis UA, Lorusso D, Oaknin A, et al. Efficacy and Safety of Mirvetuximab Soravtansine in Patients With Platinum-Resistant Ovarian Cancer With High Folate Receptor Alpha Expression: Results From the SORAYA Study. J Clin Oncol. 2023;41(13):2436-2445.)
In Mirasol, 32% of patients screened for the trial were considered FRα-high. (appendix in Moore KN, Angelergues A, Konecny GE, et al. Mirvetuximab soravtansine in FRα-positive, platinum-resistant ovarian cancer. N Engl J Med. 2023;389(23):2162-2174.)
	Therapeutic area: [Kreftsykdommer (velg kreftområde i neste kolonne)*]
	Description of the disease: Ovarian cancer (OC) metastasizes either by direct extension of the ovarian/fallopian tumor to neighboring organs or when cancer cells detach from the primary tumor. Epithelial OC arises from the epithelium covering of the fimbria of the fallopian tubes, the ovaries, or the peritoneal cavity. The clinical presentation of OC vary in timing of onset, or in some cases, may be incidental. Symptoms include pelvic or abdominal pain, bloating, urinary urgency or frequency, and gastrointestinal symptoms such as, difficulty eating, nausea, anorexia, and early satiety. Acute symptoms include bowel obstruction, ascites, plural effusion, and venous thromboembolism.
	Cancer treatment: Current treatment options for platinum-resistant patients are either paclitaxel, pegylated liposomal doxorubicin or gemcitabine.

https://www.helsedirektoratet.no/retningslinjer/gynekologisk-kreft--handlingsprogram/eggstokk-eggleder-og-bukhinnekreft-oc/recidivbehandling
	Cancer: [Gynekologisk kreft]
	Prognosis: Median survival for standard chemo arm in Mirasol was 12.75 months.

No studies were identified that specifically report mortality for patients with platinum-resistant ovarian cancer (PROC). Available mortality data include all stages of ovarian cancer, with the life expectancy for patients with advanced stages of disease such as PROC far shorter (5-year mortality rate: 26% – 42%)
Ref: Havasi A, Cainap SS, Havasi AT, Cainap C. Ovarian Cancer-Insights into Platinum Resistance and Overcoming It. Medicina (Kaunas). 2023;59(3). ; Torre LA, Trabert B, DeSantis CE, et al. Ovarian cancer statistics, 2018. CA Cancer J Clin. 2018;68(4):284-296.
	The new medicinal product: As an option for patients with platinum-resistant ovarian cancers that are FRα positive and that have already received at least one systemic treatment.
	Patient population: No published data for incidence or prevalence are available on PROC.

Incidence for ovarian cancer was 487 patients in 2022 with a median age of 66 years at diagnosis (https://www.kreftregisteret.no/globalassets/publikasjoner-og-rapporter/arsrapporter/publisert-2023/arsrapport-2022-nasjonalt-kvalitetsregister-for-gynekologisk-kreft.pdf).

Taking into account cancer stage at diagnosis, whether it is epithelial, high grade FRα positivity, relapse rate and platinum resistance in 2L and 3L into account, we estimate 36 patients per year to be covered by the indication.
	Existing procurements in therapeutic area: There are for ovarian cancer, but not that would fit the indication at hand.
	Any other medicinal products: No
	Consider supplier: No
	1 Study ID: Soraya
NCT04296890
	2 Study ID: Mirasol
NCT04209855
	3 Study ID: 
	1 Study type and design: Single-arm, phase II
	2 Study type and design: Phase III, global, confirmatory, open-label, randomized, controlled trial
	3 Study type and design: 
	1 Objective: To evaluate efficacy and
safety of MIRV in patients with PROC.
	2 Objective: To compare the efficacy and safety of MIRV with the investigator’s choice of chemotherapy in the treatment of platinum-resistant, high-grade serous ovarian cancer
	3 Objective: 
	1 Population: FRα-high patients with PROC who had received one to three prior therapies, including required bevacizumab.
	2 Population: Participants who had platinum-resistant, high-grade serous ovarian cancer, previously received one to three lines of therapy and had high FRα tumor expression (≥75% of cells with ≥2+ staining intensity)
	3 Population: 
	1 Endpoints: The primary end point was confirmed objective response rate (ORR) by
investigator; duration of response was the key secondary end point.
	2  Endpoints: The primary end point was investigator-assessed progression-free survival; key secondary analytic end points included objective response, overall survival, and participant-reported outcomes.
	3 Endpoints: 
	1 Relevant subgroup: -
	2 Relevant subgroup: -
	3 Relevant subgroup: 
	1 Intervention: Patients received single-agent MIRV at 6 mg/kg using adjusted ideal body weight, administered IV once every 3 weeks. Patients continued to receive MIRV until progressive disease, unacceptable toxicity, withdrawal of consent, or death.
	2 Intervention: Mirvetuximab soravtansine-gynx (MIRV): 6 mg per kilogram of adjusted ideal body weight every 3 weeks until the occurrence of disease progression, an unacceptable toxic effect, withdrawal of consent, or death.
	3  Intervention: 
	1 Comparator: -
	2 Comparator: Active Comparator: Investigator's choice of chemotherapy
Paclitaxel (Pac; 80 mg/m2) administered once per week (QW) within a 4-week cycle
Pegylated liposomal doxorubicin (PLD; 40 mg/m2) administered every 4 weeks (Q4W)
Topotecan (Topo; 4 mg/m2) administered either on Days 1, 8, and 15 every 4 weeks or for 5 consecutive days (1.25 mg/m2 Days 1-5) every 3 weeks (Q3W)until the occurrence of disease progression, an unacceptable toxic effect, withdrawal of consent, or death.
	3 Comparator: 
	1 Follow up time: Median follow-up was 13.4 months.
	2 Follow up time: Median follow-up was 13.11 months in primary analysis (data cut  reverse KM method, ITT population for OS).
	3 Follow up time: 
	1 Time perspective: Completed.
	2 Time perspective: Ongoing, but soon completed.

Primary data cut is available. An additional data cut is planned.
	3 Time perspective: 
	1 Publications: Matulonis UA, Lorusso D, Oaknin A, et al. Efficacy and Safety of Mirvetuximab Soravtansine in Patients With Platinum-Resistant Ovarian Cancer With High Folate Receptor Alpha Expression: Results From the SORAYA Study. J Clin Oncol. 2023;41(13):2436-2445.
	2 Publications: Moore KN, Angelergues A, Konecny GE, et al. Mirvetuximab soravtansine in FRα-positive, platinum-resistant ovarian cancer. N Engl J Med. 2023;389(23):2162-2174.
	3 Publications: 
	Ongoing studies - further information: The phase III Mirasol trial is ongoing. Primary data cut is available and final data cut is planned for September.
	Ongoing studies indications: Yes
	Type of health economic analysis: Cost-utility analysis (cost per QALY).
ELAHERE is a new and effective therapy option for platinum-resistant patients who have received at least one systemic treatment. Since there are currently no treatments for this patient group with comparable effectiveness a cost-utility analysis is needed.
	Patient population sungroups: Patients with FRα positive and platinum-resistant high-grade serous epithelial ovarian cancer, primary peritoneal cancer, or fallopian tube cancer.
	Which documentation estimating relative efficacy: Direct evidence.
	Health related quality of life: EQ-5D data from the Mirasol trial.
	Expected pharmaceutical budget: This will be presented in the full submission.
	Suitable for FINOSE: No, AbbVie wants national evaluations of Elahere. One of the reasons is that AbbVie does not have a Nordic organization.
	Contact with clinicians at norwegian health trusts: Yes.
	Spesific circumstances: No.
	Andre relevante opplysninger? 2: 


