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[bookmark: template-instruction]Template Instruction
General
This template document contains guidance written in gray. These instructions are only intended to help you create the document and must, therefore, be deleted before release.
This also applies to this chapter "Template Instruction".
Chapters and sections marked as optional can be deleted. Additionally required content can be added.
Notes on using this template
Please note that although this template has the file name "DI-TPL-01-DE_Intended-use", the content of this template goes beyond the required content of a pure intended purpose in accordance with Article 2 (12) of the MDR. This template also covers content that the MDR requires in Annex II Section 1. Device description and specification, including variants and accessories.
The intended purpose is the central document that affects your entire technical documentation. It is therefore crucial that you understand what the MDR means by intended purpose and the consequences of an imprecise/poorly written intended purpose. If you need support in understanding the terminology and connections on the subject of intended purpose, ask your trusted consultant at Elevate Medtech or contact us at info@elevate-med.tech and we will be happy to help you!
Version history
	Version
	Effective date
	Author
	Change description

	1
	2025-06-02
	elev
	first version 



[bookmark: template-intended-use-di-tpl-01]Template "Intended Use" (DI-TPL-01)
[bookmark: approval]Approval
[bookmark: creation]Creation
· Complete and correct content
· Formally correct execution
	Role
	Date
	First and last name
	Signature

	Role 1
	YYYY-MM-DD
	Kathrin Mayer
	Insert digitally

	Role 2
	YYYY-MM-DD
	...
	...


[bookmark: review]Review 
· Complete and correct content
· Plausible content
· If required, detailed criteria are fulfilled
	Role
	Date
	First and last name
	Signature

	Role 3
	YYYY-MM-DD
	...
	Insert digitally

	Role 4
	YYYY-MM-DD
	...
	...


[bookmark: release]Release
· The document objective is met
· Creation and testing are completed
· If required, detailed criteria are fulfilled
	Role
	Date
	First and last name
	Signature

	Role 5
	YYYY-MM-DD
	...
	Insert digitally

	Role 6
	YYYY-MM-DD
	...
	...



The release tables are optional and can be removed when using a cover sheet or a digital document management system. You can combine Review and Release!

[bookmark: 1-meta-information]1 Meta information
[bookmark: 11-product-software]1.1 Product / Software

If it is a product, which
· only consists of software, the column "product version" needs to be deleted.
· only consists of hardware, the column "software version" needs to be deleted.
· consists of software and hardware, no column needs to be deleted

	Product name / Trade name
	Product version
	Software version
	UDI (if available)
	Basic UDI-DI

	Product name
	Product version
	Software version
	UDI
	Basic UDI-DI


Table 1: Product
[bookmark: 12-intention-of-this-document]1.2 Intention of this Document
This document specifies the medical purpose and the intended use of the medical device mentioned above. This document serves as input for:
· Classification of the product:
· medical device (y/n)
· medical device class, according to MDR or FDA (e.g. I, IIa, IIb, III)
· Risk analysis according to ISO 14971:2012 chapter 4.2 oder ISO 14971:2019 chapter 5
· Usability / human factors engineering according to IEC 62366-1 chapter 5.1 (this document can even be used as a replacement for this "application specification")
· Product development
· Stakeholder analysis
· System requirements specification
· System testing  e.g. according to IEC 60601-1
· labeling, manual
[bookmark: 2-summary]2 Summary
[bookmark: 21-general-description-of-the-pr-0]2.1 General description of the product

Describe the product very briefly (max. ½ page).

Optionally use the following list as sub-chapters.

· Mode of action
· Where appropriate, scientific evidence of effectiveness
· Physical principle (example: the physical principle of a CT scanner is based on the absorption of X-rays and back projection)
· Documentation, report generation, forms
· Algorithms, data processing, types of processed data (e.g. vital parameters, radiology images)
· Resource planning, work-flow
· Quantitative and qualitative claims e.g. specificity and sensitivity of in-vitro diagnostic devices
· Indication whether the product is implantable, invasive or in contact with human skin. If yes, indicate duration.
· Used substances (tissue of human or animal origin, medication, radio pharmaceutics, nanoparticles)

[bookmark: 3-intended-purpose-and-other-int-0]3 Intended purpose and (other) intended use
[bookmark: 31-medical-purpose]3.1 Medical purpose

Describe how the product is used to diagnose, treat and monitor diseases and injuries. Write here only 2-3 sentences for the medical purpose.
For guidance, the definition of the term "medical device" is as follows:
"medical device" means any instrument, apparatus, appliance, software, implant, reagent, material or other article intended by the manufacturer to be used, alone or in combination, for human beings for one or more of the following specific medical purposes:
— diagnosis, prevention, monitoring, prediction, prognosis, treatment or alleviation of disease, — diagnosis, monitoring, treatment, alleviation of, or compensation for, an injury or disability, — investigation, replacement or modification of the anatomy or of a physiological or pathological process or state, — providing information by means of in vitro examination of specimens derived from the human body, including organ, blood and tissue donations,
Example Medical Purpose: "Alleviation of agoraphobia (claustrophobia) by means of confrontation therapy in virtually represented situations and environments that can trigger this phobia".

[bookmark: 32-indications]3.2 Indications

List all indications here with ICD-10 code if applicable
· Emotion dysregulation in children 
· Prevention of infection
· Treat lower limb insuries or pain
· Diagnosis and screening of infection 

[bookmark: 33-contra-indications-and-exclus-0]3.3 Contra-indications and exclusions

List all contra-indications here with ICD-10 code if applicable.
· Kids under 6
· longterm implant only
· age restriction? 
· Age restriction , no screening


There is no need to describe everything the product can not do. But discuss borderline cases and, if necessary, restrict the medical purpose, the intended use or any other of the aspects mentioned above.

[bookmark: 34-other-intended-use]3.4 (Other) Intended Use

Add further intended uses such as
· Storage
· Transport
· Cleaning (how, how often, disinfectants)
· Reuse
· Sterilization
· Service, remote maintenance
· Connectivity with accessories and other (medical) devices and products
· Update, upgrade
· Installation (including runtime environment – not yet too detailed)
· Parameterization, configuration
· Disposal

[bookmark: 4-characterization-of-users]4 Characterization of Users

Characterize foreseen user groups such as physicians, medical staff, patients (if self-use), employees of the manufacturer or service providers using. Please note the different user groups:
· Primary users are the users of a product who use it to achieve the medical purpose, e.g. in the case of standalone software the person operating the MP software.
· Secondary users are the users of a product who use it for other intended purposes. This includes, for example, persons responsible for installation, updating and configuration.
· Indirect or tertiary users are the persons who need the work results, in particular the primary user, for their own work, e.g. the attending physician who makes the therapy decision based on the results. Indirect users can also represent the laboratory staff/technical assistants who perform the pre-analytical steps (for an IVD assay and for IVD software) and/or the analysis (for IVD software). The physician who performs the sampling is also an indirect user.
You can use the following criteria to describe each user group with its relevant properties and characteristics:
· Education, training, degrees
· Typical tasks in the context of this medical device
· Language, intellectual capabilities
· Social and cultural background (if relevant)
· Physical or mental limitations (if relevant)
· Experiences with this or comparable product
· Optional: general experiences with IT
· Clothing, ear-plugs, gloves, protection equipment
· Warnings

[bookmark: 5-characterization-of-patients]5 Characterization of Patients

Characterize patients (if applicable and relevant) according to the following criteria
· Indications (e.g. diseases, injuries, impairments, body functions, body structures) to be treated, diagnosed, monitored, etc.
· Body parts to be examined, treated, diagnosed, monitored. If the device is supposed to get into physical contact with the patient, please specify whether the skin may be damaged or whether the device should be applied to body organs
· Contraindications
· Co-morbidities, physical and mental limitations, relevant medication and other treatments
· Demographic data (e.g. sex, age)
· Physical properties (height, weight, strength)
· Social and cultural background
· Warnings

[bookmark: 6-characterization-of-context-of-0]6 Characterization of Context of Use
[bookmark: 61-general-environment]6.1 General Environment

Please specify general usage environment e.g. office, emergency room, ward, home environment, aircraft, ambulance.
If there are any particularities as ramps, uneven surfaces, etc., please specify.

Please select (according to IEC 60601-1):
· Home Healthcare
· Professional Healthcare
· Special Environment e.g. operation theaters

[bookmark: 62-physical-parameters]6.2 Physical Parameters

Please describe if relevant
· Light, brightness
· Temperature (ranges)
· Height above sea level, pressure
· Humidity, fluids
· Gases e.g. narcotics
· Noises
· Dust, dirt
· Vibrations e.g. cars, aircraft
· Electromagnetic environment

[bookmark: 63-social-and-mental-environment-0]6.3 Social and Mental Environment

Please describe if relevant
· Mental workload, stress, emergencies
· Shift operation
· Distractions
· Unplanned situations

[bookmark: 64-supply-engineering]6.4 Supply Engineering

Please specify if applicable
· Power supply:
· Countries, regions
· Voltage (ranges)
· Frequency (ranges)
· Quality (reliability, stability, burst, transients, etc.)
· Plugs, Connectors
· Isolation, grounding
· Gases
· Fluids, e.g. water, wastewater
· Network, Data:
· Type e.g. wire, wireless (Wifi, Bluetooth)
· Protocols
· Quality e.g. bandwidth, latency, availability
· IT environment:
· Hardware (minimum requirements)
· Operating systems (Type, versions)
· Protection e.g. malware, firewall

[bookmark: 65-portability]6.5 Portability

Describe whether the medical device is
· stationary, mounted, fixed
· portable, handheld
· worn at body

[bookmark: 66-combinations-and-connections]6.6 Combinations and Connections

Describe whether and how the medical device is supposed to be combined with or connected to other medical devices, accessories or products. Specify these devices, accessories, and products.
depending on the location

[bookmark: 7-predecessor-products-and-refer-0]7 Predecessor products and reference products
[bookmark: 71-new-properties]7.1 New properties

Please explain any new properties of the underlying medical device.

[bookmark: 72-previous-products]7.2 Previous products

If there are previous products to the underlying medical device, create an overview of the previous generation(s) of the product produced by you as manufacturer.

[bookmark: 73-reference-products]7.3 Reference products

If applicable, prepare a list of identified similar products available on the EU market or on international markets.
This also includes alternative processes and technologies.

[bookmark: 8-regulatory]8 Regulatory
[bookmark: 81-justification-why-a-medical-d-0]8.1 Justification why a medical device is present

Describe in 2-3 sentences why a medical device is present. Refer to Article 2, MDR Definitions.
An exemplary justification is given below:
"Agoraphobia is a disease (ICD F40.01) which can be alleviated by the use of AgoraSoft (name of the medical product). Thus the definition for medical devices in the following sense is fulfilled: AgoraSoft is a software that, according to the manufacturer, is intended for human beings and is intended to fulfil the following specific medical purposes: treatment or alleviation of agoraphobia."

[bookmark: 82-classification-as-medical-dev-0]8.2 Classification as medical device
The classification as a medical device is set out in document TF-FOR-04.
[bookmark: 9-other]9 Other

It is helpful e.g. for risk analysis and for classification of the product to provide additional information such as:
· Number of products to be sold
· Life span of the product
· Expected number of applications e.g. per product, day or patient
· Alternative products, processes or technologies
· Explanation of any novel properties
· Description of all different configurations/variants
· Hazards, potential harms, and severities ("Preliminary Hazard Analysis")
Please consult the checklist from ISO 14971:2012 Annex C or TR 24971:2019 for further criteria.

[bookmark: 10-annex]10 Annex
[bookmark: 101-applicable-and-relevant-docu-0]10.1 Applicable and relevant documents
	No.
	Document ID
	Document title

	1
	TF-FOR-04
	Classification MDR
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