










Structured Submission Template 
Annex to application for the amount and conditions of reimbursement of a medicinal product or food for special medical purposes submitted to the State Institute for Drug Control





	


	Applicant
	

	Medicinal product
	

	Active substance
	

	Assessed indication (briefly)
	

	Document date
	

	Document version
	

	This document contains trade secret information (TSI)[footnoteRef:1] [1:  The rules governing the submission of documents in the TSI mode are provided in an article dated 01 March 2017 available from SÚKL´s website (Úvod / Léčiva / Ceny a úhrady léčiv / Doplňující informace / Předkládání dokumentů vedených v režimu...): http://www.sukl.cz/leciva/obchodni-tajemstvi-cenova-a-uhradova-regulace ] 

	|_|
	NO (document is public)

	
	|_|
	YES

	Submission pursuant to Section 39d (highly innovative medicinal product)
Submission pursuant to Section 39da (orphan medicinal product)
	|_|
	YES

	
	|_|
	YES



Name of the product; brief description of indication under review; document version 

CAU-08 version 1/Annex 1/page 1 z 21/01.01.2022
Submission of technical documentation 
For new medicinal products or new indications, the administrative procedure regarding reimbursement is initiated by the receipt of an application by the Institute from the applicant. Each application must be submitted along with documentation consisting of available evidence and full-text publications containing results from clinical studies. 

In order to provide applicants with sufficient information and to facilitate their work in the preparation of documents, this template summarises the minimum requirements mandatory for technical documentation. Information on the requirements is based upon effective legislation (the relevant Part Six of Act No 48/1997 Coll., on Public Health Insurance, as amended, and Decree No 376/2011 Coll., implementing some provisions of the Act on Public Health Insurance, as amended) and can also be found in more detail in Standard Procedures no. SP-CAU-028 and SP-CAU-027, Guidelines on the appraisal of cost-effectiveness and budget impact analyses, available from www.sukl.cz.

Please follow these recommendations when completing this structured submission template:
· If you need to divide chapters into sub-chapters in order to enhance clarity, you can do so at your discretion at heading levels 3 and 4 (e.g., in sections concerning efficacy data). Nevertheless, please do not create new chapters at heading levels 1 and 2. 
· If you need to insert more comprehensive units of information (e.g., a meta-analysis methodology), provide them in a separate document in the form of an attachment. 
· If any of the chapters is not relevant to your submission, just state "Not relevant" and provide a brief justification (e.g., "Economic assessment is not required when the medicine is to be included in the reference group"; or: "No bonus reimbursement or second higher reimbursement is required"). Sub-chapters then do not have to be filled in and may be deleted. 
· The instructions stated below every heading are to facilitate your navigation in the document; it is recommended to delete them when completing the chapter in question. The total length of this document without attachments should not exceed 100 pages.
· If you are applying for reimbursements in several different indications within a single procedure, it is recommended to submit this document for each individual indication (disease) separately in order to enhance clarity.
· If the document contains information that you consider to be a TSI, highlight it using a blue background and be sure to tick “YES” for the TSI item on the front page.

For better orientation in the text, the term “product” stands for a medicinal product or a food for special medical purposes.


Particulars of the submitted documentation
Prior to sending your submission to the Institute, please make sure all of the below-specified requirements have been met. 


	All relevant parts of this form have been completed in line with the recommendations provided in the previous chapter.
	|_|

	The electronic version of the completed form has been included in the submission (accepted formats are .doc, .docx, .pdf).
	|_|

	The full-texts of all references have been included in the submission in electronic format (incl. network meta-analyses and data on file).
	|_|

	Pharmacoeconomic analyses have been prepared in compliance with the SP-CAU-027 and SP-CAU-028 methodologies.
	|_|

	Pharmacoeconomic models have been included in the submission.
	|_|








PART A Overview
In up to 2 A4 pages, describe the context of the application for reimbursement following the items below. Do not include any details; these are to be provided in the chapters that follow.

Basic information on the disease
     

Unmet medical need
     

Summary of clinical evidence
     

Summary of health economic evidence
     

Highly innovative therapy
If you request that the product be granted the status of highly innovative therapy:
· specify the provision of Section 39d of the Act on Public Health Insurance, on the basis of which the status of a highly innovative product is requested; 
· provide a brief justification of high innovativeness supported with (reference to) clinical evidence; 
· in case of an application for a second, temporary reimbursement, please provide an explicit statement whether the liabilities stipulated under the provisions of Section 39d(6) and (7) of the Act were met at the time the decision on the determination of the first temporary reimbursement was effective.

This section should not exceed half of an A4 page. The justification should address only the aspects of high innovativeness. Clinical and other evidence is to be discussed in detail in subsequent parts.
     

Orphan medicinal product 
If you request that the reimbursement of the medicinal product be considered and assessed as per the provisions of Section 39da of the Act on Public Health Insurance:
· describe the facts on the basis of which the product meets the provisions of Section 39da(1) of the Act on Public Health Insurance.

PART B Positioning in practice
Therapeutic indication and patient sub-population, for which the reimbursement is required or which is concerned by the application 
Specify the indication or subgroup of patients as per the SmPC (or outside SmPC) your submission focuses on.
     

Requested reimbursement conditions
Provide the exact wording of reimbursement conditions you request. If the product under review has already been reimbursed in the Czech Republic, compare the existing and suggested conditions of reimbursement (with highlighted changes), incl. amounts (at the level of core and final reimbursement).
     

Clinical practice guidelines
List nationally and internationally recognised clinical guidelines that are relevant for the indication under review. Submit their full-text versions and provide a conclusion regarding the clinical guidance relevant for the target patient group pertaining to this submission. 
[bookmark: Text2]     

Treatment pathway diagram
Provide a graphic representation of therapeutic management in the indication under review. In the scheme, highlight the intervention under review. 
     

Potential comparators
Briefly describe the likely positioning of the product under review in the abovementioned clinical pathway. Identify any potential comparators that come into consideration. Please discuss briefly any differences between clinical evidence and the anticipated positioning of the product in the Czech clinical practice.
[bookmark: Text3]     

Relevant comparators
Based on information concerning the current clinical practice and guidance (especially that relevant for the Czech Republic and Europe), provide a list of therapies that are to be considered relevant comparators for the purpose of assessment. Please note: comparators to be considered are those that are commonly used and reimbursed from the public health insurance funds; such comparators do not necessarily have to be only products.
Advise if there are any comparators of similar or comparable efficacy, i.e., those in respect of which it may be possible to use a cost-minimisation analysis (CMA) or determination of reimbursement using the procedure outlined by the provisions of Section 39c(2)(b) of Act No 48/1997 Coll.; provide a brief rationale for your statement, referencing a clinical study or providing other references. 
     

	Relevant comparator
	Similar efficacy
	Efficacy endpoint
	Clinical study
	Reference

	Comparator 1
	|_| Yes
	|_| No
	
	
	

	Comparator 2
	|_| Yes
	|_| No
	
	
	

	….
	|_| Yes
	|_| No
	
	
	




Type of clinical evidence
Please specify the type of clinical evidence included in your submission and used as the basis for the analysis of comparative efficacy and safety and the pharmacoeconomic analysis (i.e., in support of determination or non-determination of reimbursement as per a therapy of comparable efficacy, inclusion or non-inclusion into a reference/pseudoreference group, as input evidence for cost effectiveness, etc.). In case of several comparators or different types of evidence, tick all of the relevant boxes and specify the name or number of the respective comparator it relates to in the last column.

	Type of clinical evidence used for
	Clinical analysis
	Economic analysis 
	Comparator no. or name

	Direct comparative evidence

	Active-controlled study
	|_|
	[bookmark: Zaškrtávací1]|_|
	

	Placebo-controlled study
	|_|
	[bookmark: Zaškrtávací2]|_|
	

	Meta-analysis
	|_|
	[bookmark: Zaškrtávací3]|_|
	

	Indirect comparative evidence

	Naïve or unadjusted indirect comparison
	|_|
	[bookmark: Zaškrtávací4]|_|
	

	Adjusted indirect comparison (Bucher’s comparison)
	|_|
	[bookmark: Zaškrtávací5]|_|
	

	Network meta-analysis or mixed-treatment comparison (indirect)
	|_|
	[bookmark: Zaškrtávací6]|_|
	

	Network meta-analysis or mixed-treatment comparison (both direct and indirect)
	|_|
	[bookmark: Zaškrtávací7]|_|
	

	Matched-adjusted indirect comparison
	|_|
	[bookmark: Zaškrtávací8]|_|
	

	Other methods
	|_|
	|_|
	

	Other (e.g., studies without comparator)

	Specify the type of evidence
	|_|
	[bookmark: Zaškrtávací9]|_|
	

	Is there any other relevant evidence on the efficacy or safety that has not been included into this submission?
	NO 
	|_|

	
	YES
	|_|



If there is further relevant evidence, please state the reasons why it has not been included:
     

PART C Comparative efficacy
Provide detailed information on comparative clinical efficacy and clinical benefit. The section on efficacy should include detailed information on randomised controlled trials (RCTs), meta-analyses and other studies that provide evidence of clinical benefits of the product under review in its authorised dosage in the required indication versus the comparators used in clinical practice. Placebo-controlled, supportive-treatment controlled, and uncontrolled studies can also be included, if they provide evidence of relevant clinical benefits. 
If the submission is based on a meta-analysis or an indirect comparison, provide its summary in an appendix and provide its full text.

Overview of clinical evidence
     

	Study No.*
	Basic study design 

	No. of patients
	Assessed interventions and no. of included patients
	Source of funding
	Ref.

	
	
	
	
	
	


* Number the studies for further reference. Key studies described in greater detail should be highlighted in bold.

Study (trial) design 
Describe the conditions of randomisation and stratification. Address any other relevant (potentially confounding) factors, such as co-morbidities, concomitant treatment(s), previous treatment(s), etc. Characterise the population, which is relevant in the context of this submission. Compare the populations of every study in the following table.
     

	Study No.
	Study population 
	Inclusion criteria
	Exclusion criteria

	
	
	
	



Outcomes used as study endpoints
Summarise all of the endpoints used in each clinical study (i.e., specify all of the monitored outcomes, such as overall survival, occurrence of adverse events, health-related quality of life, etc.). Indicate which outcomes were primary endpoints.
     

	Study No.
	Clinical benefit endpoints
	Quality-of-life endpoints
	Other endpoints (healthcare resource utilisation, etc.)

	
	
	
	




Studies used in evidence synthesis
Indicate which clinical studies have been used in evidence synthesis (meta-analysis, etc.) and for the economic analysis.
     

	Study No.
	Included in meta-analysis
	Included in indirect comparison
	Used in economic analysis

	
	|_|
	|_|
	|_|

	
	|_|
	|_|
	|_|

	
	|_|
	|_|
	|_|



[bookmark: _Hlk92274045]In-study participant flow
     

	Study identifier
	Study arm
	No. of randomised patients 
	No of patients who did not receive treatment
	No. of patients lost to follow-up 
	No of discontinued patients 
	No. of analysed patients

	Study 1 
	Intervention under review 
	
	
	
	
	

	
	Comparator(s)
	
	
	
	
	

	Study 2 
	Intervention under review (high-dose) 
	
	
	
	
	

	
	Intervention under review (low-dose) 
	
	
	
	
	

	
	Comparator(s)
	
	
	
	
	



Results
State the primary outcome(s) and relevant secondary outcome(s). This chapter may be divided into sub-chapters (using heading level 4 style) based on the efficacy endpoints mentioned in chapter C-1.2 and available results. If relevant, provide also results from sub-populations in the sub-chapters.
     


List of currently ongoing studies or updated analysis of previously described studies
Provide a list of relevant currently ongoing clinical studies.
     


Strength of clinical evidence
Discuss the strengths of key clinical studies and provide an overview thereof.
     

	Study No.
	Strengths

	
	

	
	

	
	




Weaknesses of clinical evidence
Discuss the limitations and potential bias of key clinical studies and provide an overview thereof.
     

	Study No.
	Limitations
	Potential for bias

	
	
	

	
	
	

	
	
	



Additional information on the processing of efficacy data
In this chapter, provide further information that is important for the assessment of clinical benefits with regards to data processing, e.g., the use of advanced statistical methods in the processing of study data, such as adjusting for cross-over, etc. Details can be provided in the form of an appendix.
     

PART D Comparative safety

Overview of safety evidence
In this chapter, provide more details on the clinical studies of comparative safety. You can refer to Part C, if the studies are those mentioned therein.
     

	Study No.
	Basic study design

	No. of patients
	Study interventions and number of enrolled patients
	Source of funding
	Ref.

	
	
	
	
	
	


* Please number the studies for further reference. Key studies described in greater detail should be highlighted in bold.

Study (trial) design 
Describe the conditions of randomisation and stratification. Address any other relevant (potentially confounding) factors, such as co-morbidities, concomitant treatment(s), previous treatment(s), etc. Characterise the population which is relevant in the context of this submission. Compare the populations of every study in the following table. 
     

	Study No.
	Study population 
	Inclusion criteria
	Exclusion criteria

	
	
	
	




In-study participant flow
     

	Study identifier
	Study arm
	No. of randomised patients 
	No of patients who did not receive treatment
	No. of patients lost to follow-up 
	No of discontinued patients 
	No. of analysed patients

	Study 1 
	Intervention under review 
	
	
	
	
	

	
	Comparator(s)
	
	
	
	
	

	Study 2 
	Intervention under review (high-dose) 
	
	
	
	
	

	
	Intervention under review (low-dose) 
	
	
	
	
	

	
	Comparator(s)
	
	
	
	
	




Description of safety profile
Provide an overall profile of adverse events for the Intervention under review as well as relevant comparators.
     

Serious adverse events
Provide a comparison with comparators, stating serious (grade ≥3) adverse events.
     

PART E Real world evidence
This section should include information on efficacy and safety data from current clinical practice (e.g., registers organised in the Czech Republic or abroad), provided such data is available and relevant to the case under consideration.
The data presented here should include patient characteristics and differences as compared to clinical studies, data collection methodology, and data evaluation.
     


PART F Specific criteria referred to under Section 39da 
This part is to be completed only in case of applications for the determination of reimbursement pursuant to the provisions of Section 39da of the Act on Public Health Insurance. 

Societal importance of the possibility to therapeutically manage the disease 
This section should contain a description of the disease and its epidemiology, incl. the anticipated number of patients, a description of the seriousness of the rare disease, and compliance with the condition of a highly serious disease, a description of unmet medical need, the impact of the disease on the patient´s (or carer´s, if applicable) quality of life, incl. effects on their ability to work and achieve a certain productivity. 
     

Impacts of the therapy on the health insurance and social security systems 
Please provide an example of the impact of the therapy on the health insurance and social security systems, using the available sources or references thereto (e.g., submissions by experts or submissions by patient organisations), other source data on the costs for the social security system in the Czech Republic in association with the particular disease), including results of questionnaire surveys, where available.
     

Provable benefit for the improvement of the patient´s quality of life 
Source data concerning the effects of the orphan medicinal product on the quality of life, particularly so called “patient-reported outcomes”, such as disability or quality-of-life questionnaires used in clinical studies or in patient registers.
     

Reasonable options of ensuring the provision of successful and effective treatment in the healthcare service provider network 
The existing site network, a site network under preparation, and their capacities. It is possible to discuss the hierarchisation of care and its current and future availability (after the launch of the product). Please specify requested and other (diagnostic, complementary, …) care which will be affected or newly directly required by the use or application of the product. 
     

PART G Pharmacoeconomic analysis 

Type of economic analysis
Select the type of applied economic analysis and provide a brief rationale explaining your choice.

	Type of economic analysis
	Applied type

	Simple cost comparison
	[bookmark: Zaškrtávací10]|_|

	Cost-minimisation analysis
	|_|

	Cost-utility analysis
	|_|

	Cost-effectiveness analysis
	|_|



     

Design of economic study
Target patient population
Describe the target population. If it is not consistent with the description provided in the authorised indication, please provide a rationale explaining the difference.
[bookmark: Text5]     

Comparators
Specify all of the comparators included in this analysis (section B-6 refers). Where various sequences of treatments are used in the comparator arm, please provide a detailed description thereof.
     

Study parameters
Perspective of the analysis
Specify whether the perspective of health insurance companies has been used. In case of applications governed by Section 39da, other relevant perspectives are those of the government and of the whole society. 
The definitions of other perspectives are based on the guidance of the Czech Society for Pharmacoeconomics and Health Technology Assessment (ČFES).
[bookmark: Text7]     

Time horizon
Specify the exact duration and provide a rationale explaining the selected time horizon.
[bookmark: Text8]     

Discounting
Specify whether discounting has been used and provide the equation used.
     

Model
Provide a model structure diagram. Describe the model and provide a rationale explaining the choice of its structure, cycle duration as well as other settings (the use of half-cycle correction, etc.).
     


Clinical evidence
Source of clinical evidence
Where the economic analysis is based upon indirect comparison, please describe it in Appendix J-1.
     

Extrapolation
If it is necessary to extrapolate clinical data, describe and justify the methods used. Justify the selection of the most appropriate model for the base case. Relevant alternative scenarios should be included in the sensitivity or scenario analysis. If required, provide Akaike information criterion, Bayesian information criterion, show how a range of alternative models fit into the observed data (e.g., exponential, Weibull, log-normal, log-logistic, gamma, Gompertz), and provide log-log cumulative hazard plots.

If it is necessary to extrapolate several types of curves (e.g., time to progression, overall survival, time to treatment discontinuation), it is appropriate to split this chapter to sub-chapters (heading 4 level).
     

Transition probabilities between individual states
State the transition probabilities if used in the economic analysis.
     

Expert panel
Provide details on the expert panel that was held, such as the meeting date and venue, whether the panellists answered using a structured questionnaire or in an interview, the methodology of data processing and its evaluation. It is necessary to submit the questionnaire and the questions asked.
     

Health benefits
Clinical results 
Describe the clinical results that were used to inform the clinical efficacy model. State if the analysis was based on surrogate clinical outcomes which were transformed into patient-relevant benefits (hard endpoints) or whether these were taken over directly from a specific study.
     

Health-related quality of life
Methods used to estimate utility weights
Describe the method of elicitation of the impact that the product under review has on the patient´s quality of life. If mapping was used, describe the details of the methodology, incl. from which tool to which one the mapping was performed (for example SF–36 to EQ–5D). Provide the details of the mapping technique validation and whether the used mapping techniques have been published. If so, reference the publication and briefly describe the study.
     

Population characteristics 
Compare patient characteristics of the HRQoL data source study and of the population under review, identify any important differences and justify the choice of the used data. Discuss the possible impact of these differences upon the base-case result.
     

Utility weights used
Provide the key utility and disutility values. 
     

	Condition of health
	Utility value: mean (standard error)
	95% confidence interval
	Justification of choice

	Condition of health 1 
	
	
	

	Condition of health 2
	
	
	

	Adverse event 1
	
	
	

	Adverse event 2
	
	
	




Previously published utility weights
List any other previously published studies which focused on the quality of life in the context of this submission. Justify the differences. If quality of life was observed directly in the key clinical studies, compare this data with the values used in the cost effectiveness analysis.
     

Summary
State the key strengths and limitations in the context of clinical evidence and health benefits. Could these limitations influence the results of the economic evaluation?
     

Healthcare resource utilisation and costs 
Healthcare resource utilisation
Provide data on healthcare resource utilisation.
     

Costs covered by health insurance funds
Product costs 
Provide an overview of all used product unit costs and input costs, taking account of posology. Where the dosage and duration of treatment differ from clinical source data, justify your assumptions. 
     

Other costs
Specify the other costs that have been included in the analysis (e.g., the costs of product administration, costs of adverse drug reaction management, costs associated with the condition of health). Specify the sources for all used costs.
     

Further costs
In case of applications governed by Section § 39da, provide an overview of costs that have been provably incurred from sources other than health insurance funds (e.g., social security funds, costs of reduced productivity, out-of-pocket patient and carer expenses, other state budget expenses).
The definition of further costs is based on the guidance of the Czech Society for Pharmacoeconomics and Health Technology Assessment (ČFES).
     


[bookmark: _Ref525314892]Key assumptions
Briefly describe all key assumptions made and indicate whether their impact on the results was explored in the sensitivity or scenario analyses.
[bookmark: Text9]     

	Base-case assumption
	Page/section where justification may be found
	Tick if included in sensitivity analysis

	Description of base-case assumption 1
	
	[bookmark: Zaškrtávací11]|_|

	Description of base-case assumption 2
	
	[bookmark: Zaškrtávací12]|_|

	Description of base-case assumption 3
	
	[bookmark: Zaškrtávací13]|_|




Analysis of results

Base-case result (without any concealed discounts)
Present the base case results, including itemised costs and benefits. The names of lines in itemised cost and benefit tables may be adapted as necessary. 

Base-case result
	 
	Intervention under review
	Comparator
	Increment

	Total costs
	
	
	

	· Technology costs
	
	
	

	· Other costs
	
	
	

	Total LYG
	
	
	

	Total QALY
	
	
	

	ICER/LYG
	

	ICER/QALY
	




Cost breakdown
     

Itemised cost overview 
	Costs by category
	Costs of intervention under review
	Costs of comparator
	Incremental costs
	% of total incremental costs

	Technology costs
	
	
	
	

	Mean total treatment costs
	
	
	
	

	Costs of administration
	
	
	
	

	Costs of monitoring
	
	
	
	

	Costs of diagnosis
	
	
	
	

	Costs of hospitalisation
	
	
	
	

	Adverse event costs
	
	
	
	

	Post-progression treatment costs
	
	
	
	

	(Add lines as necessary)
	
	
	
	

	Total costs 
	
	
	
	



	Costs by condition of health
	Costs of intervention under review
	Costs of comparator
	Incremental costs
	% of total incremental costs

	Condition of health 1
	
	
	
	

	Condition of health 2
	
	
	
	

	(Add lines as necessary)
	
	
	
	




Overview of benefits
     

Overview of medical benefits (QALYs)
	QALYs by condition of health
	QALYs for intervention under review
	QALYs for comparator
	Incremental QALYs
	% of total incremental QALYs

	Condition of health 1
	 
	 
	 
	

	Condition of health 2
	 
	 
	 
	

	(Add lines as necessary)
	 
	 
	 
	

	Total QALYs
	 
	 
	 
	




Overview of medical benefits (LYGs)
	LYGs by condition of health
	LYGs for intervention under review
	LYGs for comparator
	Incremental LYGs
	% of total incremental LYGs

	Condition of health 1
	 
	 
	 
	

	Condition of health 2
	 
	 
	 
	

	(Add lines as necessary)
	 
	 
	 
	

	Total LYGs
	 
	 
	 
	




External and internal model validation
     

	Outcome
	Clinical trial result
	Model result

	Progression-free survival
	C1
	R1

	Post-progression survival
	C2
	R2

	Overall survival
	C1+2
	R1+2

	Adverse reaction 1
	C3
	R3

	
	
	





Base-case result (with concealed costs of the product under review)
Present the base-case results in a form recommended above, including cost breakdown.

G-1.1.1 Cost breakdown

Itemised cost overview 
	Costs by category
	Costs for intervention under review
	Costs for comparator
	Incremental costs
	% of total incremental costs

	Technology costs
	
	
	
	

	Mean total treatment costs
	
	
	
	

	Costs of administration
	
	
	
	

	Costs of monitoring
	
	
	
	

	Costs of diagnosis
	
	
	
	

	Costs of hospitalisation
	
	
	
	

	Adverse event costs
	
	
	
	

	Post-progression treatment costs
	
	
	
	

	(Add lines as necessary)
	
	
	
	

	Total costs
	
	
	
	



	Costs by condition of health
	Costs for intervention under review
	Costs for comparator
	Incremental costs
	% of total incremental costs

	Condition of health 1
	
	
	
	

	Condition of health 2
	
	
	
	

	(Add lines as necessary)
	
	
	
	




Base-case result (with concealed costs of the product under review and key comparators)
Present the base-case results in a form recommended in table X. For the product under review, present two scenarios – with and without the offered agreement; for key comparators, consider a potential discount in the range of 0–100% of the publicly available price using a 10% decrement.

	Comparator 1 discount
	Comparator 1 corresponding price
	Results in case of public price
	Results using concealed costs at the considered discount level

	100%
	
	
	

	90%
	
	
	

	80%
	
	
	

	70%
	
	
	

	60%
	
	 
	

	50%
	
	
	

	40%
	
	
	

	30%
	
	
	

	20%
	
	
	

	10%
	
	
	

	0%
	
	
	




Sensitivity analysis
One-way sensitivity analysis
Summarise the ranges individual variables were tested in and provide results corresponding to lower/upper bounds of these intervals, incl. a Tornado diagram. 
     

	Variable
	Lower bound (LB)
	Upper bound (UB)
	ICER (LB of the variable)
	ICER (UB of the variable)

	Variable 1
	
	
	
	

	Variable 2
	
	
	
	

	
	
	
	
	




Case analysis
This section should study the effects of key assumptions. This section will be compared with the Key assumptions G-6 section. 
     

	Base-case assumption
	Alternative scenario
	Results

	Description of base-case assumption 1
	Description of alternative assumption 1
	Alternative assumption 1

	Description of base-case assumption 2
	Description of alternative assumption 2
	Alternative assumption 2

	
	
	




Probabilistic sensitivity analysis
Describe the employed methods and provide an overview of the results, present a cost-effectiveness acceptability curve and cost-effectiveness scatter plot, including the deterministic and probabilistic results. 
     
Alternative scenarios from other perspectives (applications governed by Section 39da)
In case of applications governed by Section 39da, provide the results of other relevant scenarios. 
     

Government perspective scenario
Provide the results of an alternative scenario with emphasis upon the overview of further costs. Line names may be adapted as necessary. 
     

Results of analysis from government perspective
	Costs by category
	Costs for intervention under review
	Costs for comparator
	Incremental costs
	% of total incremental costs

	Health insurance costs
	
	
	
	

	Further costs
	
	
	
	

	· Social security
	
	
	
	

	
	
	
	
	

	Total costs
	
	
	
	

	ICERv
	



Whole-society perspective scenario 
Provide the results of an alternative scenario with emphasis upon the overview of further costs. Line names may be adapted as necessary.
     

Results of analysis from whole-society perspective
	Costs by category
	Costs for intervention under review
	Costs for comparator
	Incremental costs
	% of total incremental costs

	Health insurance costs
	
	
	
	

	Further costs
	
	
	
	

	· Loss of productivity
	
	
	
	

	
	
	
	
	

	Total costs
	
	
	
	

	ICERc
	




Interpretation and conclusions of this part
     

PART H Budget impact analysis
Patients
Patient population size
Provide the number of patients eligible for treatment and describe the algorithm used to define the size of patient population eligible for treatment and specify the numbers of patients.
     

Market share
Provide market shares of all treatments that are considered, i.e., all comparators and the product under review in scenarios with the product under review (as if it were present on market) and without the product under review (as if it were not present on market). 
     

Size of treated patient population
     

Costs
Pharmaceutical costs covered by health insurance 
     

Other costs covered by health insurance
     

Further costs
     


Results
Results without any discounts
Scenario with the product under review
     

Scenario without the product under review
     

Net budget impact
     

Sensitivity analysis
     


Base-case result (with concealed reimbursements of the product under review and key comparators)
Present the base-case results in a form recommended in the table below. For the product under review, present two scenarios – with and without the offered agreement; for key comparators, consider a potential discount in the range of 0–100% of the publicly available price using a 10% decrement. 

	Comparator 1 discount
	Comparator 1 corresponding price
	Net budget impact in year 1
	Net budget impact in year 2
	Net budget impact in year 3
	Net budget impact in year 4
	Net budget impact in year 5

	100%
	
	
	
	
	
	

	90%
	
	
	
	
	
	

	80%
	
	
	
	
	
	

	70%
	
	
	
	
	
	

	60%
	
	
	
	
	
	

	50%
	
	
	
	
	
	

	40%
	
	
	
	
	
	

	30%
	
	
	
	
	
	

	20%
	
	
	
	
	
	

	10%
	
	
	
	
	
	

	0%
	
	
	
	
	
	



Alternative scenarios from other perspectives (applications governed by Section 39da)
In case of applications governed by section 39da, provide the results of alternative scenarios from the perspective of the government and the whole society. 

Strengths and limitations of the submitted analysis
     

Interpretation and conclusion of this part
     




PART I References
In this part, list all of the references using one of the recognised referencing styles.
PART J Example of an appendix
Summary of meta-analysis or indirect comparison
Overview
Fill in this chapter in case the economic analysis was based on data (concerning clinical benefits and adverse events) from a meta-analysis or indirect or mixed treatment comparisons. Provide an overview and details thereof, unless provided under Part D. 
     

Methodology
Specify the search strategy, the inclusion and exclusion criteria, patient populations, etc.
     

Data source network diagram
     

Results of meta-analysis, indirect or mixed treatment comparison
Provide hazard ratios and 95% confidence intervals or other credible intervals.
     

Meta-analysis, indirect or mixed treatment comparison limitations
     

Other 
Other relevant appendices may be attached hereto, if necessary. 



