[image: ]


Federal Department of Home Affairs FDHA
Federal Social Insurance Office FSIO
Field of Invalidity Insurance (IV)









Application for invalidity insurance (IV) financing of a new product as an assistive device
General remark regarding the form:
This form should only be used to apply for products within the meaning of Art. 21 paras. 1 and 2 of the Invalidity Insurance Act (InvIA)[footnoteRef:1] [footnoteRef:2] which have new or upgraded technological components (electronic or mechanical). This does not apply to treatment devices. [1:  An assistive device is defined as an item which can be used to offset an impairment to certain parts or functions of the human body. It must be possible to set down/remove the item and reuse it without any structural alteration. This requirement applies not only to the item itself, but also to the human body and its integrity. An assistive device must achieve a rehabilitation goal as per Art. 21 para. 1 or 2 InvIA]  [2:  SR 831.20 – Federal Act of 19 June 1959 on Invalidity Insurance (in French, German and Italian)] 

This application is for (please tick)
☐	a new product/assistive device (if applicable, please do not complete questions 3.6-3.8)
☐	a successor model for a product/assistive device which is already IV-funded (if applicable, please also complete questions 3.6-3.8)
The completed and signed form, along with all enclosures (in PDF format), should be sent in electronic form, i.e. on a CD-ROM or by e-mail, to:
Federal Social Insurance Office
Invalidity insurance
Assistive Device Department
Effingerstrasse 20
3003 Bern
sekretariat.iv@bsv.admin.ch

Applicant
Applicant
Name:
click or tap here to enter text.
Postal address:

Website:
Click or tap here to enter text.
[bookmark: _Hlk130969224]CHRN (Swiss Single Registration Number):

Contact person
Last name, first name:
Click or tap here to enter text.
Name, description and use of the product/assistive device
Please provide the internationally valid identifier for the product/assistive device (product name, -number and UDI-DI number)
German:
Click or tap here to enter text.
French:
Click or tap here to enter text.
Italian:
Click or tap here to enter text.
English:
Click or tap here to enter text.
UDI-DI number:
Click or tap here to enter text.
What are the main functions of the product?
Click or tap here to enter text.
Does the product fall into one of the assistive device categories listed in the InvIAO[footnoteRef:3]? [3:  SR 831.232.51 – Ordinance of 29 November 1976 on the Provision of Aids under the Invalidity Insurance (InvIAO) | Fedlex] 

☐	yes	☐	no
If yes, which category?
Click or tap here to enter text.

If no, give details of the category to which the device could belong:
Click or tap here to enter text.
Market entry
Initial market entry (date and country)?
Click or tap here to enter text.
Market entry in Switzerland (date)
Click or tap here to enter text.
Information about the product/assistive device
Who are the main users of the product/assistive device and what are its indications of use?
Click or tap here to enter text.
Are there contraindications?
Click or tap here to enter text.
What are the benefits of the product/assistive device?
Click or tap here to enter text.
[bookmark: _Hlk188524650]Are there comparable products/assistive devices on the market (market rivals/competitors)?
☐	yes	☐	no	☐	don't know
If yes, give details:
Click or tap here to enter text.
What are the unique selling propositions of the product/assistive device?
Click or tap here to enter text.
Useful life of the product/assistive device
Does the product/assistive device have a defined useful life?
☐	yes	☐	no
If yes, give details:
Click or tap here to enter text.
EMDN (European Medical Devices Nomenclature)
Click or tap here to enter text.
Questions 3.6-3.8 should only be completed if the device in question is a successor model or an assistive device which is already funded through IV as per the information on page 1.
Detailed technical description of the specific upgrades and differences in respect of the previous model
Click or tap here to enter text.
Please provide the price of the previous model
Click or tap here to enter text.
1.1 Is the previous model still on the market?
☐	yes	☐	no
If yes, are there plans to reduce the price of the previous model when the new model is launched?
☐	yes	Please provide the new price:
	Click or tap here to enter text.
☐	no	Please give reasons why the price will not be lowered:
	Click or tap here to enter text.
Product/assistive device documentation
The following documents should be enclosed (items in bold: must be included):
☐	Technical documentation
☐	Advertising material for professionals (flyer etc.)
☐	Advertising material for the target group (flyer, website, etc.)
☐	Product information sheet
☐	Operating instructions/user manual
☐	Information on the scope of the manufacturer's warranty (type and duration)
☐	Price list for replacement parts and accessories
☐	Information and prices regarding required service intervals
☐	Risk assessment for the product/assistive device with regard to use
☐	Scientific studies (incl. research methodology)
☐	Documents in accordance with Section 4.3
☐	Any references
1.2 Medical device pursuant to the Medical Devices Ordinance (MedDO)
Is the assistive device being applied for here a medical device?
☐	yes	☐	no
If yes, does it comply with all MDR requirements?
☐	yes	☐	no
Which class does the medical device belong to (e.g. Class IIa)?
Click or tap here to enter text.
1.3 Pricing
The assistive device is to be priced on the Swiss market by the manufacturer and/or specialist retailer as follows (in CHF, excl. VAT):
Click or tap here to enter text.
1.4 National basket of reference prices in the national currency (excl. VAT).
Germany:
Click or tap here to enter text.

France:
Click or tap here to enter text.
Austria:
Click or tap here to enter text.
Denmark:
Click or tap here to enter text.
United Kingdom:
Click or tap here to enter text.
For these countries, the prices in the national currency (excl. VAT) financed by the respective social insurance bodies should be documented (e.g. health insurance tariff, invoice to point of delivery, etc.).
1.5 Are services (adjustments/configuration) essential or required for the delivery/distribution/maintenance of the product/assistive device by specialist providers?
☐	yes	☐	no
If yes, the following questions must be answered:
Description of service:
Click or tap here to enter text.
Average scope of service (in hours per unit of supply):
Click or tap here to enter text.
Who provides the service (required training)?
Click or tap here to enter text.
Is a certification/recertification required by the manufacturer?
☐	yes	☐	no
If yes, what are the costs of certification and how long does it take?
Click or tap here to enter text.
What does the certification process entail and what is the certificate lifetime?
Click or tap here to enter text.
1.6 Please list the benefits/advantages of your product and give examples of practical use cases.
Click or tap here to enter text.
Arrangements for repairs/replacements parts
1.7 How long is availability of replacements parts guaranteed?
Click or tap here to enter text.
1.8 What is the recommended/prescribed servicing schedule for the device? What are the associated costs? Is the servicing schedule linked to an extended warranty cover?
Click or tap here to enter text.
1.9 Are there any regulations/requirements regarding who can service/repair the device?
Manufacturer (the services it can provide and detailed service list):
Click or tap here to enter text.
Specialist provider (the services it can provide and detailed service list):
Click or tap here to enter text.
1.10 How long are the repair and/or software update guarantees (from first use of the assistive device)? Does the assistive device have a defined useful life?
Click or tap here to enter text.
Product/device data
For data protection and ethical reasons, the following questions must be answered for products/assistive devices which are electronic or require partial electronic support.
1.11 What data (incl. parameters) does the product/assistive device record?
Click or tap here to enter text.
1.12 Where are these data (incl. parameters) stored and for how long?
Click or tap here to enter text.
1.13 Data access and use?
Who has access to these data?
Click or tap here to enter text.
How are these data used (e.g. statistical analyses and user profiles)?
Click or tap here to enter text.
1.14 Are these data periodically overwritten?
☐	yes	☐	no
If yes, the following questions must be answered:
At what intervals?
Click or tap here to enter text.
Why and where exactly are the data overwritten (only in the memory of the product itself or in the manufacturer’s IT system)?
Click or tap here to enter text.
1.15 Can the insured person and the funding body access all data for the duration of the manufacturer-guaranteed lifetime of the product/assistive device?
☐	yes	☐	no
If no, the following questions must be answered:
Why not? (please give a detailed reason):
Click or tap here to enter text.
1.16 Can the insured person download the data and save them externally?
☐	yes	☐	no

If no, the following questions must be answered:
Why not? (please give a detailed reason):
Click or tap here to enter text.
1.17 What powers of co-decision does the insured person have regarding the processing of and access to these data?
Click or tap here to enter text.
1.18 [bookmark: _Hlk211583790]What IT security measures does the manufacturer take to protect the data against external factors (e.g. hacker attacks)?
Click or tap here to enter text.
Important information
· Incomplete applications will not be processed.
· What happens next will depend on whether it is possible for the costs to be covered by the invalidity insurance scheme, whether an amendment of the Ordinance on the Provision of Aids under the Invalidity Insurance (InvIAO) is required, or whether a payment can be defined at directive level, for example.
· The FSIO reserves the right to subject requested products to practical testing or to require a test demonstration. To this end, the applicant will provide the FSIO with the product free of charge.
· The above information may be shared with internal and external bodies in the context of the application review.
Date, signature
Date: Click or tap here to enter text.
Signature:
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