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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)



6

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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	Date: 28 Nov 2023
	Health technology developer: Novo Nordisk Norway A/S
	name: Tor Frostelid
	Position: MAPA Director
	Telephone: +47-9118 5603
	Email: tegf@novonordisk.com
	External representation - name/organizationn - phone/email: 
	C2: Yes
	Active substance: Yes
	Trade name: Alhemo
	Generic name: Concizumab
	Marketing authorisation in norway: Novo Nordisk Norway A/S
	ATC-code: B02BX10
	Mode of administration: Subcutaneous Injection
	Pharmacotherapeutic group: Concizumab is an anti-Tissue Factor Pathway Inhibitor (anti-TFPI) antibody that binds to the Kunitz-2 domain of TFPI and prevents TFPI from binding to activated Factor X (FXa). The reduced TFPI activity by concizumab allows FXa, produced by the activated coagulation Factor VII (FVIIa)/tissue factor (TF) complex, to increase thrombin generation and subsequent clot formation, which aids in achieving hemostasis in hemophilia patients
	expected indication: Alhemo er indisert for rutinemessig profylakse av blødning hos pasienter med:- Hemofili A (medfødt faktor VIII-mangel) med FVIII-inhibitorer og som er 12 år og eldre
	Other indications: No
	Same indications: ID2017_104
Emicizumab (Hemlibra) til behandling av pasienter med hemofili A med utviklet inhibitorer (antistoffer)

	Procedure number for marketing authorisation assessment in EMA: 
	Expected date (month/year) of CHMP positive option: December 2023
	Expected date (month/year) marketing authorisation in norway: February 2023
	Expected date (quarter/year) submission of documentation: Quarter 1, 2024
	testing for biomaker analysis?: The device used to monitor tratement with a medicinal product, to ensure the concentration of a relevant substance in the body, are not considered to be companion diagnostic.
https://efpia.eu/media/554434/2020_05_27_efpia-mte_determining-the-path-for-assess ment-of-cdx-under-ivdr_finaI.pdf

	Which biomaker: 
	Diagnostics preformance: 
	Establishment of other/new infrastructure: 
	Pre-analytical requirements: 
	Tst extecution: 
	Description of reading of results: 
	Which patient groups: 
	Therapeutic area: [Blodsykdommer]
	Description of the disease: 
	Cancer treatment: With no known patients in Haemophilia B with Inhibitors, the relevant comparator is judged to be emicizumab, given it's approval for patients with Haemophilia A with Inhibitors, and as per NorPD data, has the majority of patients. There is currently no relevant comparator for treatment og hemofilia B w/inhibitor.
	Cancer: [* Ingen Kreftsykdom]
	Prognosis: HAwI - NovoSeven - ATC code B02BD08 - Eptacog and alpha (activated) (LIS agreement 2121b)HAwI - Feiba - ATC code B02BD03 - Factor VIII inhibitor bypass acivity (LIS agreement 2121b)HAwI - Hemlibra  - ATC Code B02BX06 - Emicizumab (LIS agreement 2121b)Source: https://www.sykehusinnkjop.no/avtaler-legemidler/blodkoagulasjonsfaktorer/
	The new medicinal product:  First line profylaxis treatment for patiente with HAwI
	Patient population: HA is a chronic, X-linked bleeding disorder�that affects approximately 25 per 100,000 males worldwide. HA arises due to deficiency or dysfunction of FVIII, �and accounts for 80–85% of all haemophilia cases.
Samuelson Bannow B, Recht M, Négrier C, Hermans C, Berntorp E, Eichler H, et al. Factor VIII: Long-established role in haemophilia A and emerging evidence beyond haemostasis. Blood Rev. 2019 May;35:43-50.
Santagostino E, Dougall A, Jackson M, Khair K, Mohan R, Chew K, et al. WFH Guidelines for the Management of Hemophilia, 3rd edition. Chapter 2: Comprehensive Care of Hemophilia. Haemophilia. 2020;26(Suppl. 6):19-34.
The development of neutralising antibodies (inhibitors) against exogenous clotting factors is one of the �most serious and challenging complications �of haemophilia. This occurs in 25-30% of people with HA.
Ragni et al, 2020 / Wight et al, 2003. /  van den Berg et al, 2019

In Norway, in 2020, patients were administered Hemlibra (9), NovoSeven (under 5), and Feiba (14).
Source: NorPD





	Existing procurements in therapeutic area: Yes
	Any other medicinal products: No
	Consider supplier: Yes
	1 Study ID: Efficacy and Safety of Concizumab Prophylaxis in
Patients With Haemophilia A or B With Inhibitors Explorer 7
NCT04083781
https://classic.cIinicaItriaIs.gov/ct2/show/NCT04083 781
	2 Study ID: A Multi-Centre, Randomised, Open-Label, Controlled Trial Evaluating the Efficacy and Safety of Prophylactic Administration of Concizumab in Haemophilia A and B with Inhibitors
Explorer 4
NCT03196284
https://classic.clinicaltrials.gov/ct2/show/NCT03196284
	3 Study ID: 
	1 Study type and design: Phase 3 Interventional (Clinical Trial)
Randomised, Parallel Assignment, Open-Label
	2 Study type and design: Phase 2 Interventional (Clinical
Trial)
Randomised, Parallel Assignment, Open-Label

	3 Study type and design: 
	1 Objective: Primary Purpose: The number of treated spontaneous and traumatic bleeding episodes [Time Frame: On demand (arm 1): From randomisation (week 0) up until start of concizumab treatment (at least 24 weeks). Concizumab (arm 2): From start of the new concizumab dosing regimen (week 0) up until the primary analysis cut-off (at least 32 weeks)] This will be presented as 'count of episodes'.
	2 Objective: Multiple Dose Trial
The Number of Bleeding Episodes [ Time Frame: During at least 24 weeks from treatment onset (week 0) ]
The number of bleeding episodes that were treated during at least 24 weeks from treatment onset (week 0) are presented.
	3 Objective: 
	1 Population: Inclusion Criteria:
Informed consent obtained before any trial-related activities. 
Congenital Haemophilia A or B of any severity with documented history of inhibitor (equal to or above 0.6 Bethesda Units (BU).
Patient has been prescribed, or in need of, treatment with bypassing agents in the last 24 weeks prior to screening (for patients not previously enrolled in NN7415-4310 (explorer 4)).
Exclusion Criteria:
Known or suspected hypersensitivity to any constituent of the trial product or related products.
	2 Population: Inclusion Criteria: - Informed consent obtained before any trial related activities. Trial related activities are any procedures that are carried out as part of the trial, including activities to determine the suitability for the trial - Male haemophilia A or B patients with inhibitors aged 18 years or older at the time of signing informed consent - Patients currently in need of treatment with bypassing agents Exclusion Criteria: - Known or suspected hypersensitivity to trial product(s) or related products - Known inherited or acquired bleeding disorder other than haemophilia - Ongoing or planned immune tolerance induction therapy or prophylaxis with FVIII or FIX
	3 Population: 
	1 Endpoints: The number of treated spontaneous and traumatic bleeding episodes.
Change in 36 Item short form health survey version 2 (SF36v2) bodily pain
Change in SF36v2 physical functioning
Number of treated spontaneous bleeding episodes
Number of treated spontaneous and traumatic joint bleeds
Number of treated spontaneous and traumatic target joint bleeds
Number of thromboembolic events
Number of hypersensitivity type reactions
Number of injection site reactions
Number of patients with antibodies to concizumab
Pre-dose (trough) concizumab plasma concentration (Ctrough)
Pre-dose thrombin peak
Pre-dose free tissue factor pathway inhibitor (TFPI) concentration
Maximum concizumab plasma concentration (Cmax)
Area under the concizumab plasma concentration-time curve (AUC)
	2  Endpoints: The Number of Bleeding Episodes [ Time Frame: During at least 24 weeks from treatment onset (week 0) ]
The number of bleeding episodes that were treated during at least 24 weeks from treatment onset (week 0) are presented.
The Number of Bleeding Episodes [ Time Frame: During at least 76 weeks from treatment onset (week 0) ]
The number of bleeding episodes that were treated during at least 76 weeks from treatment onset (week 0) are presented. This outcome measure is applicable for only 'Concizumab' treatment arm.
The Number of Spontaneous Bleeding Episodes [ Time Frame: During at least 24 weeks from treatment onset (week 0) ]
Bleeds that were not linked to a specific, known action or event are called spontaneous bleeding episodes. The number of spontaneous bleeding episodes that were treated during at least 24 weeks from treatment onset (week 0) are presented. The data is presented per the last dose level which the participants have reached at the time of assessment.
The Number of Spontaneous Bleeding Episodes [ Time Frame: During at least 76 weeks from treatment onset (week 0) ]
Bleeds that were not linked to a specific, known action or event are called spontaneous bleeding episodes. The number of spontaneous bleeding episodes that were treated during at least 76 weeks from treatment onset (week 0) are presented. The data is presented per the last dose level which the participants have reached at the time of assessment.
Number of Treatment-emergent Adverse Events (TEAEs) During at Least 24 Weeks From Treatment Onset [ Time Frame: During at least 24 weeks from treatment onset (week 0) ]
An adverse event (AE) was any untoward medical occurrence in a participant administered a medicinal product, and which does not necessarily had a causal relationship with this treatment. 
	3 Endpoints: 
	1 Relevant subgroup: 
	2 Relevant subgroup: 
	3 Relevant subgroup: 
	1 Intervention: Concizumab will be administered daily subcutaneously. When patients are randomised to concizumab prophylaxis they will receive a loading dose of 1.0 mg/kg concizumab at visit 2a (week 0: arm 2, 3 & 4) or visit 9a (week 24: arm 1) followed by an initial daily dose of 0.20 mg/kg concizumab from treatment day 2. Within an initial 5-8-week dose adjustment period on 0.20 mg/kg concizumab, the patients can be increased or decreased in dose to 0.25 mg/kg or 0.15 mg/kg concizumab. A potential dose adjustment will take place at visit 4a.1 (week 6: arm 2, 3 & 4) or 9a.3 (week 30: arm 1) and will be based on the concizumab exposure level measured at the previous visit 4a (week 4) or 9a.2 (week 28). Patients who have concizumab exposure levels of 200-4000 ng/mL will stay at 0.20 mg/kg concizumab.
	2 Intervention: Drug: Concizumab
A loading dose of 0.5 mg/kg will be given as the first dose, followed by 0.15 mg/kg (with potential stepwise dose escalation to 0.25 mg/kg) administered daily s.c. (subcutaneously, under the skin). Treatment duration is 24 weeks in the main trial, and up to 52 weeks in the extension phase
Drug: Eptacog alfa
A single dose of 90 μg/kg eptacog alfa one week after dosing with concizumab. On-demand treatment during bleeding episodes in both treatment arms
	3  Intervention: 
	1 Comparator: Experimental: Arm 1: No prophylaxis
Haemophilia A with inhibitors (HAwI) and haemophilia B with inhibitors (HBwI) patients, previously treated on-demand, will be randomised 1:2 to no prophylaxis versus concizumab prophylaxis.
Experimental: Arm 2: Concizumab prophylaxis
HAwI and HBwI patients, previously treated on-demand, will be randomised 1:2 to no prophylaxis versus concizumab prophylaxis.
Experimental: Arm 3: Concizumab prophylaxis
The HAwI and HBwI patients enrolled into the concizumab phase 2 trial (NN7415-4310) at time of transfer will be offered enrolment into this trial
Experimental: Arm 4: Concizumab prophylaxis
Patients previously on prophylaxis with by-passing agents and on-demand patients who are screened at a timepoint where the required number of patients in arms 1 and 2 have been randomised. 

	2 Comparator: Experimental: Concizumab
Concizumab administered in both the main phase and extension phase, with eptacog alfa administered on-demand during bleeding episodes
Interventions:
Drug: Concizumab
Drug: Eptacog alfa
Active Comparator: Eptacog alfa and concizumab
Eptacog alfa administered on-demand during bleeding episodes as the only intervention during the main phase. Concizumab given in the extension phase
Interventions:
Drug: Concizumab
Drug: Eptacog alfa
	3 Comparator: 
	1 Follow up time: Completed Study
	2 Follow up time: Completed Study
	3 Follow up time: 
	1 Time perspective: Completed Study
	2 Time perspective: Completed Study
	3 Time perspective: 
	1 Publications: Jiménez Yuste V, Angchaisuksiri P, Castaman G, Cepo K, Haaning J, Jacobsen S, Mahlangu J, Matsushita T, Nogami K, Shapiro A. Concizumab Prophylaxis in Patients With Haemophilia A or B With Inhibitors: Efficacy and Safety Results From the Primary Analysis of the Phase 3 explorer7 Trial [abstract]. https://abstracts.isth.org/abstract/concizumab-prophylaxis-in-patients-with-haemophilia-a-or-b-with-inhibitors-efficacy-and-safety-results-from-the-primary-analysis-of-the-phase-3-explorer7-trial/. Accessed October 26, 2023.
Shapiro AD, Angchaisuksiri P, Astermark J, Benson G, Castaman G, Eichler H, Jiménez-Yuste V, Kavakli K, Matsushita T, Poulsen LH, Wheeler AP, Young G, Zupančić-Šalek S, Oldenburg J, Chowdary P. Long-term efficacy and safety of subcutaneous concizumab prophylaxis in hemophilia A and hemophilia A/B with inhibitors. Blood Adv. 2022 Jun 14;6(11):3422-3432. doi: 10.1182/bloodadvances.2021006403. PMID: 35290453; PMCID: PMC9198939.
	2 Publications: Shapiro AD, Angchaisuksiri P, Astermark J, Benson G, Castaman G, Eichler H, Jiménez-Yuste V, Kavakli K, Matsushita T, Poulsen LH, Wheeler AP, Young G, Zupančić-Šalek S, Oldenburg J, Chowdary P. Long-term efficacy and safety of subcutaneous concizumab prophylaxis in hemophilia A and hemophilia A/B with inhibitors. Blood Adv. 2022 Jun 14;6(11):3422-3432. doi: 10.1182/bloodadvances.2021006403. PMID: 35290453; PMCID: PMC9198939.
Shapiro, A.D. et al. (2019) Subcutaneous concizumab prophylaxis in hemophilia A and hemophilia A/B with inhibitors: Phase 2 trial results, American Society of Hematology. Available at: https://ashpublications.org/blood/article/134/22/1973/374968/Subcutaneous-concizumab-prophylaxis-in-hemophilia (Accessed: 26 October 2023). 
	3 Publications: 
	Ongoing studies - further information: 
	Ongoing studies indications: Yes, for Haemopilia A & B (Explorer 8 & 9)
	Type of health economic analysis: Cost-minimisation analysis
Given the patient base being patients living with Haemophilia A with Inhibitors, Hemlibra has been selected as the relevant comparator. A cost-minimisation analysis and budget analysis has been selected by evaluating the analysis used through the Emicizumab assessment for Haemophilia A with Inhibitors in 2018.

Further, based on comparative clinical efficacy, a comparison on this basis is proposed.
	Patient population sungroups: Alhemo (concizumab injection) is indicated for the treatment of adolescent and adult patients(12 years of age or older) with hemophilia A (congenital factor VIII [FVIII] deficiency) who have FVIII inhibitors or hemophilia B (congenital factor IX [FIX] deficiency) who have FIX inhibitors and require routine prophylaxis to prevent or reduce the frequency of bleeding episodes.
	Which documentation estimating relative efficacy: Indirect Evidence
	Health related quality of life: Clinical trial result documentation (Clinical trial protocol)
	Expected pharmaceutical budget: 0 NOK
	Suitable for FINOSE: No, given population specific assessment in each of the markets.
	Contact with clinicians at norwegian health trusts: No
	Spesific circumstances: No
	Andre relevante opplysninger? 2: No


