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EUROPEAN COMMISSION

DG ENTERPRISE

Directorate G

Unit 4 - Pressure Equipment, Medical Devices, Metrology

MEDICAL DEVICES : Guidance document

MEDDEV 2.1/1

April 1994

GUIDELINES RELATING TO THE APPLICATION OF :
THE COUNCIL DIRECTIVE 90/385/EEC ON ACTIVE IMPLANTABLE MEDICAL DEVICES

THE COUNCIL DIRECTIVE 93/42/EEC ON MEDICAL DEVICES

Definition of "medical devices"

Definition of "accessory"

Definition of "manufacturer”
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1.2 Definition of "accessory"

The following distinction can be made : software influencing the
proper functioning of a device and software used in combination with
non-medical equipment.

Software related to the functioning of a medical device may be part of
a device or a device in its own right if it is placed on the market
separately from the related device.

In the case of software intended for use with multipurpose informatic
equipment a distinction has to be made between software providing
for a proper diagnostic or therapeutic tool and software for handling
general patient-related data. Only in the first case may a medical
purpose be determined. Examples for medical devices :

calculation of anatomical sites of the body,
image enhancing software intended for diagnostic

purpose. | 3R 0D Jifi

software for programming a medical device

There is no medical purpose in the case of software used for
administration of general patient data [y Jf i1 500 14

multipurpose products

Products with a multiple purpose which may be used occasionally in a
medical environment are normally not medical devices, unless a
specific medical intended purpose is assigned to them. Examples :

: : SAFRINC DB A ot &
_ multipurpose PC, printer, scanner, ... 3; ; J D ]j -;I,. -,':f_ ;ﬁi ;}
L _}-v ) PP C1l
magnetoscope, screen. bt o E‘ gl et
CWOTE N B E IR RS
(tw C u-"J/'..z)

‘1l
‘i
i

The question whether a product is a "device" or a "accessory" has not
practical consequence. Following article 1(1) of Directive 93/42/EEC,
"accessories shall be treated as medical devices in their own right". Therefore
the main question is whether a product with a rather remote link to a
medical use can still be considered as "accessory" (article 1(2)b) and as a
matter of consequence is covered by the directive.
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Version | - Software Guidance 29 May 1998

SECTION 1. Introduction

1.1 Purpose

This document provides guidance on the regulatory review of premarket submissions for software
contained in medical devices. It replaces the "Reviewer Guidance for Computer Controlled
Medical Devices Undergoing 510(k) Review" issued in 1991. This guidance provides a
discussion of the key elements of a premarket medical device software submission; thereby
providing a common baseline from which both manufacturers and scientific reviewers can operate.
This guidance document represents the Agency’s current thinking on premarket submissions for
medical devices containing software. It does not create or confer any rights for or on any person
and does not operate to bind FDA or the public. An alternative approach may be used if such
approach satisfies the requirements of the applicable statute, regulations or both.

1.2 Background

This document has been developed in response to requests to refine and clarify the 1991 software
guidance, based on feedback from both manufacturers and scientific reviewers. By clarifying the
1991 software guidance. the Agency hopes to receive a larger percentage of complete premarket
submissions without the need for additional information requests which are time and resource
consuming for both FDA and manufacturers. In addition, this document has been updated to be
consistent with emerging international consensus standards such as International Electrotechnical
Commission (IEC) 60601-1-4', International Organization for Standardization (ISO) 9001 and
ISO 9000-3, and the Quality System Regulations, 21 CFR Part 820.

1.3 Scope

This document applies to all types of premarket submissions for medical devices containing
software and for software products considered by themselves to be medical devices. This
includes premarket notifications (510(k)s). premarket applications (PMAs), investigational device
exemptions (IDEs)., and Humanitarian Device Exemptions (HDEs).

1.4 Intended Audience

This document is intended for use by scientific reviewers within the FDA CDRH Office of Device
Evaluation (ODE), the medical device industry, and other interested parties.

"IEC 60601-1-4 is a safety standard for programmable electrical medical systems which includes requirements for
the process by which the medical electrical equipment is developed. It is not a software standard. Portions of this
standard related to risk estimation do not address failures of a systematic nature (hardware design failures and all
software failures). Therefore, hazards associated with risk-related functions subject to systematic failure should be
managed based on the severity of the hazard resulting from failure and the assumption that the failure will occur.

1
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Health Santé
I*l Cgﬁatda Caarr:tada

Therapeutic Products Directorate

Medical Devices Bureau

Room 1605, Statistics Canada Main Building
Tunney’s Pasture, P.L. 0301 HI

Ottawa, Ontario

KIA0L2

| January 12, 1999]

To: Medical Devices Stakeholders
Subject: Guidance For the Interpretation of Sections 28 to 31: Licence Application Type

The Medical Devices Regulations set out the requirements governing the sale, importation and advertisement of medical
devices. The goal of the Regulations is to ensure that medical devices distributed in Canada are safe and effective and
meet quality standards. These Regulations were published in Canada Gazette 11 on May 27, 1998, and implementation
began on July 1, 1998.

This document. entitled. Guidance For the Interpretation of Sections 28 to 31: Licence Application Type sets out the
Programme’s guidance for Industry on how to combine devices for licensing . It is intended to replace the draft guidance
document ** Guidance On How to Determine The Device Licence Type™ published on February 13. 1998.

This new guidance document provides guidance to manufacturers in determining whether certain medical devices
including components and parts can be combined together and submitted as one device licence application as set out in
sections 28 to 31 of the Regulations. It expands on the definitions in the Medical Devices Regulations and provides
examples of acceptable device combinations which could be submitted as one device licence application such as a
system, test kit. medical device group. medical device family. or medical device group family.

For more information on the interpretation of sections 28 to 31 of the Medical Devices Regulations please contact any of
the following:

Don Boyer, A/Manager, Licensing Services Division
phone: (613) 957-7283
email: Don_Boyer@hc-sc.ge.ca

Nancy Shadeed. Licensing Services Division
phone: (613) 954-0285
email: Nancy Shadeed@hc-sc.gc.ca

Address:

Licensing Services Division, Medical Devices Bureau
1605 Statistics Canada Main Building

Postal Locator: 0301HI, Tunney’s Pasture

Ottawa. Ontario K1A 0L2

Fax: (613) 954-7666

original signed by

Beth Pieterson

A/Director

Medical Devices Bureau
Attachments

Canadi
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MEDICAL DEVICE GROUP - A collection of medical devices. such as a procedure pack or tray. that
is sold under a single name.

MEDICAL DEVICE GROUP FAMILY - A collection of medical device groups that are made by the
same manufacturer, that have the same generic name specifying their intended use. and that differ
only in the number and combination of products that comprise each group.

MEDICAL DEVICE NAME - Any information necessary for the user to identify the device and to
distinguish it from similar devices.

SIGNIFICANT CHANGE - A change that could reasonably be expected to affect the safety or
effectiveness of a medical device. It includes a change to any of the following:
(a) the manufacturing process, facility or equipment;
(b) the manufacturing quality control procedures. including the methods, tests or
procedures used to control the quality. purity and sterility of the device or of the materials
used in its manufacture;
(c) the design of the device, including its performance characteristics. principles of
operation and specification of materials, energy source, software or accessories; and
(d) the intended use of the device. including any new or extended use, any addition or
deletion of a contra-indication for the device and any change to the period used to
establish its expiry date.

SOFTWARE - The set of instructions used to control the actions or output of a medical device. to
provide input to or output from a medical device. or to provide the actions of a medical device.
This definition includes software that is imbedded or permanently a part of a medical device,
software that is an accessory to a medical device, or software that is itself a medical device. This
does not include software used only for data management.

SYSTEM - A medical device comprising a number of components or parts intended to be used
together to fulfil some or all of the device’s intended functions and that is sold under a single
name. This includes an IVDD system. but does not include processing devices that support
numerous different assays and may be designated by manufacturers as systems.

TESTKIT - An in vitro diagnostic device that consists of reagents or articles, or any combination
of these, and that is intended to be used to conduct a specific test.

2 Interpretation of Sections 28 to 31: Licence Application Type

There are six situations when medical devices could be combined under one licence application.
These situations are discussed below.

file: APPTYP-1.WPD (January 12, 1999) _
Printed March 28, 1999 Page 5 of
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Medical devices Chapter 4
Introduction Part 4-1
Interpretation Division 2

Section 41BD

Division 2—Interpretation

41BD What is a medical device

(1) A medical device is:

(a) any instrument, apparatus, appliance, material or other article
(whether used alone or in combination. and including the
software necessary for its proper application) intended, by
the person under whose name it is or is to be supplied, to be
used for human beings for the purpose of one or more of the
following:

(i) diagnosis, prevention., monitoring, treatment or

alleviation of disease:

(11) diagnosis, monitoring, treatment, alleviation of or
compensation for an injury or handicap;

(iil) investigation, replacement or modification of the
anatomy or of a physiological process:

(iv) control of conception:

and that does not achieve its principal intended action in or

on the human body by pharmacological, immunological or

metabolic means, but that may be assisted in its function by

such means: or

(b) an accessory to such an instrument. apparatus, appliance,
material or other article.
Note: Declarations under subsection (3) exclude articles from the scope of
this definition. Declarations under section 7 can also have this effect:
see subsection 7(4).

(2) For the purposes of paragraph (1)(a), the purpose for which an
article is to be used is to be ascertained from the information
supplied, by the person under whose name the article is or is to be
supplied, on or in any one or more of the following:

(a) the labelling on the article;
(b) the instructions for using the article;
(c) any advertising material relating to the article.

(3) The Secretary may, by order published in the Gazette, declare that
a particular instrument, apparatus, appliance, material or other
article, or that a particular class of instruments, apparatus,

Therapeutic Goods Act 1959 113
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Definition of the Term “Medical Device”
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Endorsed by: The Global Harmonization Task Force
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This document was produced by the Global Harmonization Task Force. a voluntary international
group of representatives from medical device regulatory authorities and trade associations from
Europe. the United States of America (USA). Canada, Japan and Australia.

The document is intended to provide non-binding guidance to regulatory authorities for use in the
regulation of medical devices, and has been subject to consultation throughout its development.

There are no restrictions on the reproduction, distribution or use of this document; however,
incorporation of this document, in part or in whole. into any other document. or its translation into
languages other than English, does not convey or represent an endorsement of any kind by the Global

Harmonization Task Force.
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2.2 Purpose

To recommend to Regulatory Authorities a harmonized definition of a medical device,
and provide information on products which may be considered to be medical devices in some
jurisdictions but for which there is not yet a harmonized approach.

2.3 Scope

This document applies to products that have a medical purpose. including those used for
the in vitro examination of specimens derived from the human body.
3.0 References

Not required for this document.

4.0 Definitions

Not required for this document.

5.0 Harmonized definition of the term “medical device”

"Medical device' means any instrument, apparatus, implement, machine, appliance,
implant, in vitro reagent or calibrator, sofiware, material or other similar or related article:
£

a) intended by the manufacturer to be used, alone or in combination, for human beings for
one or more of the specific purpose(s) of:
e diagnosis, prevention, monitoring, treatment or alleviation of disease,
e diagnosis, monitoring, treatment, alleviation of or compensation for an injury,
e investigation, replacement, modification, or support of the anatomy or of a physiological
process,
supporting or sustaining life,
control of conception.
disinfection of medical devices,
providing information for medical or diagnostic purposes by means of in vitro
examination of specimens derived from the human body:

and

h) which does not achieve its primary intended action in or on the human body by pharmaco-
logical. immunological or metabolic means. but which may be assisted in its intended function

| 1.
U} SUCITIIICArts.
Note 1: The definition of a device for in vitro examination includes, for example.

reagents, calibrators, sample collection and storage devices. control materials. and related
instruments or apparatus. The information provided by such an in vifro diagnostic device
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Guidance for Industry

Guidance for the Submission Of
Premarket Notifications for Medical
Image Management Devices

Document issued on: July 27, 2000

This document supersedes the Guidance for the Content and Review
Of 510(k) Notifications for{ Picture Archiving and Communications Systems (PACS)
and Related Devices dated September, 1983
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Guidance' for the Submission of Premarket
Notifications for Medical Image
Management Devices

I. Scope

This guidance is applicable to medical devices that provide functions related to the management of’
medical images after acquisition. including communication, storage, processing and display (generally
known as Picture Archiving and Communications Systems (PACS)). Detailed definitions for the
products that are considered to be within the scope of this guidance are contained in the classifications
for these devices (see Section I11. Below). Although the devices defined in these classifications are
Class I and II, manufacturers are advised that not all medical image management devices are considered
to be Class [ or 1. This guidance does not address image processing devices that utilize artificial
intelligence or other techniques to identify abnormalities in medical images or assist in diagnosis.

This guidance is not applicable to manufacturers of general purpose image management products (e.g.
software. communications devices, storage devices. TV monitors, scanners and frame grabbers) which
are not labeled or promoted for medical use (21 CFR 807.65(c)). Such manufacturers are exempted
from registration, listing and premarket notification. However, when integrated into a medical image
management system by another manufacturer, a general-purpose image management product becomes

a medical device. The original man
the responsibility of the manufacturg
applicable to such manufacturers.

Oz i, BEOGR I E®R, R B RE. BHeiEK
BIXOMoBE LI-EERT — % 2FHT 57 0OERITAE
HMORAT AFRIEIERER AT LCIZBRINZV, FDADE
RS L ORI F O L H e/ ICITERE S L.

This guidance is not applicable to physician practice management systems or medical information
svstems that are restricted to the management of patient descriptive information. examination scheduling.
billing and other similar non-clinical data (FDA Policy for the Regulation of Computer Products.
11/13/89). It is also not applicable to video conferencing systems. FDA's device regulations and
authorities do not apply to such products. Toolkits for developing medical imaging software are not
considered medical devices because they are not a finished product.

The devices addressed by this guidance are primarily intended for use in conjunction with images
obtained from radiological modalities. However, similar products have been introduced for the

' This document is intended to provide guidance. It represents the Agency's current thinking on the above.
It does not create or confer any rights for or on any person and does not operate to bind FDA or the public.
An alternative approach may be used if such approach satisfies the requirements of the applicable statute,

regulations, or both.
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technology. conformance with design controls may form the basis for clearing the application. Under
this option. a manufacturer who is intending to modify a legally marketed Class 11 device would conduct
the necessary verification and validation activities to demonstrate that the design output of the moditied
device meets the design requirements. Once the company has ensured the satisfactory completion of
this process through a design review. a Special 510(k) may be submitted. While the basic content
requirements for the submission are the same, this type of submission should also reference the cleared
510(k) and contain a “Declaration of Conformity™ with design control requirements. In the Special
510(k) the manufacturer has the option of using a third party to assess conformance with design controls
(refer to the paradigm document for details). Special 510(k)s are processed by the Office of Device
Livaluation within 30 days of receipt.

The Abbreviated 5T10(k) is based on the use of conformance to voluntary standards in place of data
review as the means by which the safety and effectiveness of Class IT devices can be assured. A
guidance document on the use of standards, “*Use of Standards in Substantial Equivalence
Determinations”™ (www.Ida.gov/edrh/ode/guidance/1 131.pdf) was issued in March of 2000. This
guidance established three methods for using voluntary standards in place of data in a 510(k). These
were: the submission of a Declaration of Conformity to an FDA-recognized standard. a statement that a
device conforms (or will conform prior to marketing) to an FDA-recognized standard (to be used
where statements have been previously used), and a statement that the device conforms (or will
conform) to a standard that is not yet recognized by FDA. In the last case there is less assurance that
the non-recognized standard will be acceptable in meeting 510(k) requirements and the sponsor is
responsible for providing sufficient justification that the non-recognized standard is suitable for its
purpose. In addition to the required elements of a 510(k) as described in 21 CFR 808.87.
Abbreviated 510(k) submissions should include information that describes how conformance to one or
several voluntary standards. have been used to address risks associated with the device. A third party
may be used to assess conformance with these standards (refer to the paradigm document for details).
The review of abbreviated 510(k)s 1s intended to be more efficient since they are not required to contain
the experimental (test) data from which conformance is determined.

III. Classifications for Medical Image Management Devices

The following five classifications for medical image management devices are currently provided in 21
CI'R Part 892:

Sec. 892.2010 Medical image storage device.

(a) Identification. A medical image storage device is a device that provides electronic storage and
retrieval functions for medical images. Examples include devices employing magnetic and optical
discs. magnetic tape. and digital memory.

(b) Classification. Class |. The device is exempt from the premarket notification procedures in subpart
I of part 807 of this chapter subject to Sec. 892.9.
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Sec. 892.2020 Medical image communications device.

(a) Identification. A medical image communications device provides electronic transfer of medical
image data between medical devices. It may include a physical communications medium, modems,
interfaces, and a communications protocol.

(b) Classification. Class 1. The device is exempt from the premarket notification procedures in subpart
I of part 807 of this chapter subject to Sec. §92.9.

Sec. 892.2030 Medical image digitizer.

(a) ldentification. A medical image digitizer is a device intended to convert an analog medical image
into a digital format. Examples include systems employing video frame grabbers, and scanners which
use lasers or charge-coupled devices.

(b) Classification. Class II (special controls; voluntary standards—Digital Imaging and
Communications in Medicine (DICOM) Standard. Joint Photographic Experts Group (JPEG)
Standard).

Sec. 892.2040 Medical image hardcopy device.

(a) Identification. A medical image hardcopy device is a device that produces a visible printed record
of a medical image and associated identification information. Examples include multiformat cameras
and laser printers.

(b) Classification. Class Il (special controls; voluntary standards—Digital Imaging and
Communications in Medicine (DICOM) Standard. Joint Photographic Experts Group (JPEG)
Standard, Society of Motion Picture and Television Engineers (SMPTE) Test Pattern).

Sec. 892.2050 Picture archiving and communications system.

(a) ldentification. A picture archiving and communications system is a device that provides one or
more capabilities relating to the acceptance, transfer, display, storage, and digital processing of
medical images. Its hardware components may include workstations, digitizers, communications
devices. computers, video monitors, magnetic, optical disk, or other digital data storage devices,
and hardcopy devices. The software components may provide functions for performing operations
related to image manipulation. enhancement, compression, or quantification.

(b) Classification. Class Il (special controls; voluntary standards—Digital Imaging and
Communications in Medicine (DICOM) Standard, Joint Photographic Experts Group (JPEG)
Standard, Society of Motion Picture and Television Engineers (SMPTE) Test Pattern).

The new classifications relate directly to the product codes that have been used for some time within the
Agency for these devices. These product codes and the related classifications are:

LMA - Image Digitizer (Sec. 892.2030)
[LMB - Digital Image Storage Device (Sec. 892.2010)
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