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CONSENSUS STANDARDS



Technical Definition

A standard is a document, established by a consensus of
subject matter experts and approved by a recognized
body that provides guidance on the design, use or
performance of materials, products, processes, services,
systems or persons.’

(https://www.iso.org/sites/ConsumersStandards/1 standards.html)



https://www.iso.org/sites/ConsumersStandards/1_standards.html

Less Technical Definition .

‘Standards are the distilled wisdom of people with
expertise in their subject matter and who know the
needs of the organizations they represent — people
such as manufacturers, sellers, buyers, customers,
trade associations, users or regulators.’

(https://www.iso.org/standards.html)



https://www.iso.org/standards.html

Value of Standards

Promote international trade

Encourage innovation and competition among
product developers

More efficient to rely upon consensus-driven
standards rather than lengthy legal or rule-making
approaches

Reduce burdens on device companies by
harmonizing expectations across international
jurisdictions



Value of Standards for Devices .

Enhance

regulatory
science

Promote
quality

Improve
patient
access

Science-based, least burdensome regulatory approach

2



Global Authority _
* Universal support for
=/

consensus standards

 Technical Barriers to Trade \-//
treaty o /

— Promotes international

competition WORLD TRADE
— Encourages reliance upon ORGANIZATION

international consensus
standards



US Authority _

e US Standards Strategy

* Promotes US ‘competitiveness,
innovation, health and safety, and global
trade’

* Directs how the US should develop and
use standards

* Encourages global harmonization

American National Standards Institute



Standards Laws, Directives & Policies

Use consensus technical standards when possible

NTTAA of
Congress 1995 « Participate in voluntary consensus standards bodies
« Administered by NIST
Executive OMB Circular « Federal government strategy for participating in the
Branch A-119 development & use of VCS and CA activities
: i Staff Manual « Qutside activities
FDA Regulation G Guide « International harmonization
21CFR 10.95 60 FR 53078 SMG 9100.1 « Standards management &

participation

Junfary consensus standards



FDA Guidance

FDA utilizes formal ‘guidance’ to interpret federal

policies

e Guidances represent FDA’s current thinking on a regulatory
topic or issue

 Guidance documents receive public comment

 Compliance is voluntary; however, manufacturers must be
prepared to demonstrate the value of a different approach

* Appropriate Use of Voluntary Consensus Standards in Premarket
Submissions for Medical Devices

e Recognition and Withdrawal of Voluntary Consensus Standards



Standards Development Organizations (SDOs) .

* SDOs write and publish standards

— Consensus standards
* Adhere to consensus principles
* Crowd-sourced
* Transparent, inclusive processes

— Industry standards
— Consortium standards



ISO

International Organization for Standardization

A worldwide federation of 165 national
standards bodies

Established in 1947
Based in Geneva, Switzerland



IEC

International Electrotechnical Commission
Total of 88 national committees

Develops international standards for all
electrical, electronic and related technologies

Founded in 1906
Based in Geneva, Switzerland



Device Standards

* Horizontal (cross-cutting)
— ISO 14971: Risk management
— ISO 10993: Biocompatibility
e Vertical (device-specific)
— |SO 10555: Sterile and single use of catheters
— 1SO 11318: Cardiac defibrillators



THE FDA’S STANDARDS AND
CONFORMITY ASSESSMENT PROGRAM
(S-CAP)



S-CAP Vision

The Standards and Conformity Assessment Program
leads the medical device community in
the enhancement and use of consensus standards in
the design, development and evaluation of health
technologies across their lifespans. S-CAP solves
problems and anticipates opportunities to protect and
promote public health through the use of high quality,
regulatory-ready consensus standards.



S-CAP Mission

S-CAP drives the development, recognition, and appropriate use of regulatory-
ready standards for medical devices throughout their lifecycles. S-CAP:

e Produces and implements clear policies and programs to optimize the
appropriate use of standards in regulatory processes

e Anticipates the need for and leads development of national and
international consensus standards

e Advances initiatives to enhance confidence in conformity assessment
activities

e Fosters innovation and standardization in technologies that provide
platforms for regulatory science to meet novel challenges

e Provides leadership in outreach and global harmonization

e Serves as a resource for CDRH staff, industry, other regulatory authorities
and standards development organizations



Managing Total Standards Life Cycle .

Recognition Program

Standards Development
= > 1400 recognized standards

17 internal advisory Specialty Task » 5-10% annual increase in new

Groups (STGs) in 24 device/scientific Standards |[J| Standards stand;rds development

areas o Develop- Recog- activities

N 400 CDRH sta partlc.:lpatlng in ment i = Average of? (rar\ge of 1-35)
600 standards committees across standards cited in each 510(k)

31 standards development

organizations

Standards
Conformity
Assessment

Standards Conformity Assessment
= Enhance the use of declarations of conformity in
device submissions
= ASCA Pilot program



Standards Recognition Program

‘Recognition’: FDA’s formal identification of a standard after a
determination that it is appropriate for manufacturers of products to
declare conformance (with a declaration of conformity) to meet relevant
requirements

* FDA may recognize all, part or none of the standard
* We will publish the decision rationale
* Recognition and non-recognition decisions updated regularly

— Recognized Consensus Standards Database
— Non-recognized Consensus Standards Database

* Withdrawal of recognized standards



Recognition Decision Process .

Anyone may submit a request for recognition
FDA formally acknowledges the request

S-CAP considers the standard and convenes the appropriate Specialty
Task Group

— Formally reviews the standard and makes a recommendation to the program

S-CAP recognizes the standard (or not)
Complete or partial recognition
Based upon scientific, technical or regulatory basis



FDA Recognized Consensus Standards Database

(pIY U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterir

Recognized Consensus Standards

© FDAHome ©® Medical Devices ©@ Databases

This database provides the most up-to-date list of voluntary consensus standards to which FDA will accept a Declaration of
Conformity. After FDA has decided to recognize a standard, we will update our online database to reflect the decision even
before formal recognition of the standard occurs by publication in the Federal Register. Publications in the Federal Register to
the lists of recognized consensus standards can be accessed at https://www fda gov/medical-devices/standards-and-

Learn More...

Search Database

% Help
Standards Organization \ All Standards Organizations v |
N e o . 14971, Dot | Recognition Number
ggiengc? ;girlzggezga}:;gvd%;?;amn number ‘ | Included in ASCA pilot? (] htt pS . / / WWW.a CCGSSd ata -fd d
Specialty Task Group Area \AII Categories v\ .gOV/SCFiptS/Cd rh/Cfd OCS/CfS

Product Code ‘ ‘ Regulation Number (e.g., 688 1111
Date of Entry \ |l o Sort [ Date of Entry (9-0) v
Clear Form Search

tandards/search.cfm



Supplementary Information Sheets .

* A Supplementary Information Sheet (SIS) accompanies each recognized
standard, which includes:
— Recognition number
— Date of entry into Recognized Consensus Standards Database
— SDO and designation number
— US parallel adoption (if applicable)
— Scope of standard
— Extent of recognition (complete or partial)
— Rationale for recognition or partial recognition
— Transition period (if any)
— Examples of applicable device product codes
— Relevant guidance documents or other publications
— Relevant FDA Specialty Task Group (STG)
— Name of contact person



SIS Example
ISO 4823:2021

Part B: Supplementary Information Sheet (SIS)

FR Recognition List Number 056 Date of Entry 06/07/2021
FR Recognition Number 4218
Standard

IS0 4823 Fifth edition 2021-02
Dentistry - Elastomeric impression and bite registration materials

Scope/Abstract

This document specifies the requirements and their test methods for elastomeric impression and bite registration
materials.

NOTE This document does not address possible biological hazards associated with the materials. Assessment of
these hazards is addressed in ISO 7405 and the ISO 10993 series.

Extent of Recognition
Complete standard

Rationale for Recognition

This standard is relevant to medical devices and is recognized on its scientific and technical merit and/or because it
supports existing regulatory policies.

Transition Period

FDA recognition of ISO 4823 Fourth edition 2015-08 [Rec# 4-225] will be superseded by recognition of 1SO 4823
Fifth edition 2021-02 [Rec# 4-278]. FDA will accept declarations of conformity, in support of premarket submissions,
to [Rec# 4-225] until July 10, 2022. After this transition period, declarations of conformity to [Rec# 4-225] will not be
acoepted.

Public Law, CFR Citation(s) and Procode(s)*
Regulation Number Device Name Device Class Product Code
§872.3660 Material, Impression Class 2 ELW

FDA Technical Contacts
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STANDARDS IN DEVICE REGULATORY
REVIEW



Using FDA-Recognized Standards .

* FDA strongly encourages the use of recognized
standards in premarket submissions

e Declarations of conformity (DOCs) may be used with

recognized standards, reducing the amount of
supporting data and information submitted to FDA



Use of Consensus Standards

* Voluntary

* Only mandatory if cited in regulation (‘incorporated by
reference’)

* In any type of submission
— PMA, 510(k), etc.

* With a DOC (recognized standards only) or ‘General
Use’ (any standards, recognized or not)



e Attestation that the device conforms with the cited FDA-

recognized standard

— All normative requirements are met
— All testing has been conducted

— Testing was performed on finished device or final finished device

What is a Declaration of Conformity?

* If the manufacturer declares conformity with a recognized

standard, a DOC accompanies the submission

— Use of DOC with a recognized standard generally reduces
documentation needed in a submission



Elements of a DOC

Name and address of person responsible for the DOC
Product/device identification

Statement of conformity

List of standards to which DOC applies

FDA recognition number for each standard

Please see ISO/IEC 17050-1:2004(en): Conformity assessment-supplier's declaration of conformity-Part 1: General
requirements and FDA's guidance: Appropriate Use of Voluntary Consensus Standards in Premarket Submissions
for Medical Devices



Elements of a DOC, continued .

Date and place of issuance of DOC

Signature, printed name, and function of applicant/sponsor
responsible for DOC

Any limitation on validity of DOC (for example, how long the
declaration is valid, what was tested, or concessions made
about testing outcomes)

Supplemental documentation per ISO 17050-2 or equivalent

Please see ISO/IEC 17050-1:2004(en): Conformity assessment-supplier's declaration of conformity-Part 1: General
requirements and FDA's guidance: Appropriate Use of Voluntary Consensus Standards in Premarket Submissions for
Medical Devices



‘General Use’ of Standards

Citing non-recognized standards

Citing a recognized standard without submitting a
DOC

Citing a recognized standard where deviations have
been made to the methodology

Complete test reports are needed for these
instances of ‘General Use’



Supplemental Documentation .

e Supplemental documentation is needed when:

— Standard has neither test method nor prespecified acceptance
criteria

— Modifications or adaptations have been made to recognized
standard

* This supplemental documentation should be the
complete test report

e Note: If used under ‘General Use’ additional
documentation may be needed



Supplemental Documentation

Standard Type Complete Test Supplemental Documentation
Report Needed? Needed (ISO/IEC 17050-2)?

““

Test Method Acceptance
Criteria
Included Not Included No Yes, Criteria/Summary Results
Not Included Included No Yes
Included Included No No
Not Included Not included Yes Complete Test Report
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Supplemental Documentation

Standard Type Complete Test Report Supplemental Documentation

Needed? Needed (ISO/IEC 17050-2 )?
Design No No
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Supplemental Documentation

Test Method Acceptance Complete Test Report Supplemental Documentation
Criteria Needed? Needed (ISO/IEC 17050-2 )?
Included Not Included No Yes, Criteria/Summary Results
Not Included Included No Yes
Included Included No No
Not Included Not included Yes Complete Test Report
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Supplemental Documentation

Test Method Acceptance Complete Test Report Supplemental Documentation
Criteria Needed? Needed (ISO/IEC 17050-2 )?
Included Not Included No Yes, Criteria/Summary Results
Not Included Included No Yes
Included Included No No
Not Included Not included Yes Complete Test Report
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Supplemental Documentation

Test Method

Acceptance

Criteria

Complete Test Report
Needed?

Supplemental Documentation
Needed (ISO/IEC 17050-2 )?

Included

Not Included

No

Yes, Criteria/Summary Results

Not Included

Included

Not Included

Included

Included

Not included

No

Yes

Yes

Complete Test Report
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Supplemental Documentation

Test Method Acceptance Complete Test Report Supplemental Documentation
Criteria Needed? Needed (ISO/IEC 17050-2 )?
Included Not Included No Yes, Criteria/Summary Results
Not Included Included No Yes
Included Included No No
Not Included Not included Yes Complete Test Report
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THE ACCREDITATION SCHEME FOR
CONFORMITY ASSESSMENT (ASCA)



What is the ASCA Pilot? .

Voluntary program

Leverages a well-established international conformity
assessment infrastructure

Capitalizes on voluntary consensus standards in device
development and review

Puts “standards to work” on both individual and international
levels



Why ASCA?

Enhances FDA’s confidence in test methods and results

Decreases need for additional information related to
conformance with a standard

Promotes consistency, predictability, and efficiency in medical
device review

Least burdensome approach to conformity assessment

Patients have access to safe, effective, and high-quality
medical devices



How ASCA Works

1. FDA grants ASCA
Recognition to
qualified
accreditation bodies

2. Test labs obtain
ASCA Accreditation
from the FDA

3. Device
manufacturers select
ASCA-accredited test

lab

4. ASCA-accredited
test lab conducts
testing and provides
relevant information
to manufacturer

5. Manufacturer
includes declaration of
conformity and ASCA
Summary Test Report
in submission

6. FDA conducts
review per the
ASCA Pilot
guidances
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ASCA Pilot Standards: Biocompatibility

ISO 10993-4 Complement Activation using a U.S. marketed ELISA kit

ISO 10993-4 and ASTM F756 Direct and Indirect Hemolysis

ISO 10993-5 MEM Elution Cytotoxicity

SO 10993-10 Dermal Irritation, Intracutaneous Reactivity Irritation, and
Closed Patch Sensitization

ISO 10993-10 and ASTM F720 Guinea Pig Maximization Sensitization

ISO 10993-11 Acute Systemic Toxicity

ISO 10993-11 and USP 151 Material-Mediated Pyrogenicity

ISO 10993-12 Sample preparation for all test types

*** Please see the Biocompatibility standards-specific guidance for a full listing of standards and
test methods and visit the Recognized Consensus Standards database for more information ***
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ASCA Pilot Standards: .
Basic Safety and Essential Performance

ANSI/AAMI Medical electrical equipment — Part 1: General requirements for basic safety and

60601-1 essential performance (along with the FDA-recognized collateral and particular
standards in the IEC/ISO 60601-80601 family)

IEC 61010-1 Safety requirements for electrical equipment for measurement, control, and
laboratory use — Part 1: General requirements (along with the FDA-recognized
particular standards in the IEC 61010 family)

*** Please see the Basic Safety and Essential Performance standards-specific guidance
for a full listing of standards and test methods and visit the Recognized
Consensus Standards database for more information ***
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ASCA Pilot Guidances

* Program

— Accreditation Scheme for Conformity Assessment (ASCA) Pilot Program

e Standards-Specific
— Biocompatibility Testing of Medical Devices

— Basic Safety and Essential Performance of Medical Electrical Equipment,
Medical Electrical Systems, and Laboratory Medical Equipment



ASCA Pilot

Premarket Submission Elements

Cover Letter

> States that submission is
for ASCA Pilot

» Name, location and IDs of
test lab(s)

» FDA-recognized consensus
standard(s) and test
methods used

Declaration of
Conformity (DOC)

» Manufacturer’s responsibility

» ASCA Accreditation status for
the test lab

» See suggested content in
guidance

ASCA Summary Test
Report

» See standards-specific
ASCA Pilot guidance
documents for examples

** Device manufacturers are responsible for documenting how testing supports

premarket authorization, even for ASCA Pilot submissions **
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PARTICIPATING IN STANDARDS
DEVELOPMENT



International Medical Device Regulators Forum .

v World Health INNJI¥7Z4
/Y Organization I

Official Observers

@

ASIAN HARMONIZATION
WORKING PARTY

\ Pan American
i Health
> Organization

Asia-Pacific
Economic Cooperation

Regional Harmonization Initiatives

4 .‘\‘

Management Committee Members

\
IMDRF

//1‘ n\\\

‘\'\“v'l/

International Medical
Device Regulators Forum



IMDRF Goals

Goals

* Accelerate international medical device regulatory
harmonization and convergence building on the work of
the Global Harmonization Task Force

* Address common public health regulatory challenges to
convergence due to the globalization of medical device
production and the emergence of new technologies

» Accelerate innovation by clear and practical regulatory
expectations




Current IMDRF Working Groups

Good Regulatory Review Practices (GRRP)
Regulated Product Submission (RPS)
Cybersecurity

Personalized Medical Devices

Artificial Intelligence

Adverse Event Terminology

Clinical Evaluation

IVDs

i
N\ Nuwiy

IMDRF 272 wesuiaters Forur

X NOUAEWNRE

*WGs are comprised of regulators only or regulators and
stakeholders depending on the topic.




Challenges to Regulatory-ready Standards

* Poor participation by RAs = can lead to the development of
standards that do not include substance and language that ar
useful for regulatory purposes

* Unbalanced representation = can result in some groups’
disproportionate voice in and impact on standards
development

» Content of standards can be too flexible = can render
standards less useful as they may not adequately identify
minimum requirements for quality, safety and/or
effectiveness/performance.



Optimizing Standards for Regulatory Use (Guidance) .

IMDRF/Standards WG/NSI FINAL:2018

Key Recommendations ) IMDRF 52,

4
P

 Standards must be
improved for regulatory use inal Document

* IMDRF members should

Authoring Group: IMDRF Standards Working Group

participate — as early as
possible — in standards

)
development

Yuan Lin, IMDRF Chair

This document was produced by the International Medical Device Regulators Forum. There are
no restrictions on the reproduction or use of this document; however, incorporation of this
document, in part or in whole, into another document, or its translation into languages other
than English, does not convey or represent an endorsement of any kind by the International
Medical Device Regulators Forum

Copyright © 2018 by the International Medical Device Regulators Forum




Optimizing Standards

Standards should feature:

Strong rationale that:

* Explains the general requirements and identifies test methods and/or other means
of demonstrating compliance

* Demonstrates how conformance to the standard achieves its goal of satisfying the
associated Essential Principles

Summary of the type of stakeholder groups involved in the drafting
and editing of the standard

Identification of risk and direction on how to address it
Clear scope
Terms and definitions established and accepted in other standards

Means to assess clinical performance (if applicable) as part of the
normative requirements



Optimizing Standards

Standards should feature (continued):

Clear and quantitative acceptance criteria

Explanation of how conformance can be met if no acceptance
criteria are included

If acceptance criteria are not mandatory, justification for why, and
how to demonstrate conformance to the standard

Well-accepted and verified test methods (including for new or
unfamiliar methods)

Transparent and clear (e.g., ‘track changes’) revisions

An annex or table that cross references the standard’s clauses to
the IMDRF Essential Principles



Enhancing Participation .

Regulatory Authorities should build a strong standards
program that encourages contributions to standards
development

Engagement with SDOs is essential
—Through national bodies and mirror committees
—On SDO Technical Committees

Contribute regulatory perspective
Consider leadership roles



Join the Standards Conversation .

Nations (through their ‘national bodies’ or ‘national committees’) are I1SO and IEC
members; they appoint individuals to represent them

National bodies are responsible for ISO and IEC work within their countries

National bodies appoint national or ‘mirror’ committees (called TAGs in the US)
whose work mirrors that of the ISO and IEC bodies

— Develop consensus on issues

— Review proposals and documents

— Comment on new standards
Regulators should participate at both the national (for example, national bodies or
mirror committees) and the international levels (ISO and IEC committees)

— Goal: build regulatory interests into the standards (e.g., test methods, acceptance criteria)

— Submit effective comments



How to contact an IEC
national committee:

1. Click on this link:
https://www.iec.ch/technical

-committees-and-
subcommittees#tclist

2. Scroll to the committee of
interest and click on the
‘Structure’ tab

Q Advanced search ¥ Webstore  e-tech  Onlineleaming  Contactus My EC

inernational Standards  Conformity  Wherewemske  Who News&  Programmes  Whowe

Commission

development  assessment adifference benefits resources & initiatives are

Home / Standard Technical d

Technical committees and
subcommittees

IEC technical committees are composed of experts sent by IEC National
Committee. Please contact your NC if you would like to participate in IEC
work

List of TC/SCs

IEC technical committees and subcommittees

Q

List of TC/SCs ﬂ Pownload  List&  Statistics &
o
S—— - Pustcatons $  Fromarme $ sap

Tc Terminology 266 7 [}

TC2 Rotating machinery 75 19

Tc3 Documentation, graphical symbols and representations of technical information a1 il [}
Graphical symbols for use on equipment 13 3
T T T e e B .

TC4 Hydraulic turbines 3a 10 2}

TCS5 Steam turbines 5 3

Q Advanced search ™ Webstore e-tech Online learning Contact us %) MyIEC
EC ‘”‘“””““”ga‘ ‘ Standards Conformity ~ Where we make a Who News&  Programmes  Whowe
ok development  assessment difference benefits  resources & initiatives are

Home / Standards / Technical and /TIC62 / SC 62A Dashboard

mon aspects of electrical equipment usgd in medical practice

SC 62A Scope

hects / Publications  Documents  Votes  Meetings ~ Collaboration Platform

Further information

To prepare intemational standards concerning the common aspects of the manufacture, installation and application of
electrical equipment used in medical practice, including systems, equipment, accessories, related terminology, concepts, Secretariat
terms, definitions and symbols.

United States of America

Contact SC 62A Officers

Q



https://www.iec.ch/technical-committees-and-subcommittees

Q Advanced search Y™ Webstore  e-tech Online lear

Contactus #  MylEC
EC International X Standards Conformity ~ Where we make a Who News & Programmes  Who we Q
Electrotechnical development  assessment difference benefits resources  &initiatives are
Commission
Home / Standards / Technical committees and i /IC 62 / SC 62A Dashboard

mon aspects of electrical equipment used in medical practice

s / Publications  Documents Votes Meetings ~ Collaboration Platform

3. Next, click on the country e—— %

Facts and figures

Country Country Code S P/OStatus < IECMembership = Secretariat United States of America
b . Australia AU P-Member Full Member
W I I tt a 0 “ Participating countries 28
O S e l I a t O I I a C O I I l I I I e e Austria AT P-Member Full Member Obisarer Coiiies 55

Belarus BY O-Member Full Member

information you seek e me

Q Advanced search Webstore ~ etech  Onlineleaming  Contactus

#  MylEC

. . £ IE Standards  Conformity  Wherewemakea  Who Newss  Progammes  Whowe o
4 I h PLAR  Electrotechnical development  assessment difference benefits  resources  &inititives are
e C O n a C I O r a I O O r o

Home / Who we are / National Committees / Switzerland

t h at cou nt ry’s N atio Nna I Switzerland  fecrul Member

General  TC/SC Membership TC/SC Secretariat ~ Votes

committee representative

EC National Committee of Switzerland
SWISS ELECTROTECHNICAL COMMITTEE (CES)

Telephone +41 58505 11 11
Electrosuisse
Luppmenstrasse 1
CH.8320 FEHRALTORF Fax 415859511 22
appears
p p President Mr Samuel Ansorge Email [

Secretary Mr Mario Schieider T @ e




Standards  Aboutus News | Takingpat | Store Q W EN v

How to contact an ISO national
body:

TECHNICAL COMMITTEES

LIST OF TECHNICAL COMMITTEES

ALL SECTORS (256) v

1. Go to https://www.iso.org/technical- cormone g 0
committees.html

REFERENCE + TITLE AREA STANDARDS ~ DEVELOPMENT

ISO/IECITC1  Information technology @ Working area 3280 503

1SO/TC1 Screw threads @ Working area 28 0

2. Scroll down to select the committee
you are interested in

172 39 20

PUBLISHED ISO ISO STANDARDS UNDER PAR PATING OBSERVING MEMBERS
STANDARDS DEVELOPMENT MEMBERS

related to the TC and its SCs

of which 15 under the direct
responsibility of 1ISO/TC 150

related to the TC and its SCs

of which 5 under the direct
responsibility of ISO/TC 150

3. Click on the number above the words
“Participating Members”

Standards |‘Aboutus | News Takingpart Store

PN
ISO
=

4. Choose the country SCC

Canada

MEMBERSHIP: MEMBER BODY

5. Contact information will be available

Standards Council of Canada

600-55 Metcalfe Street

Ottawa K1P 615 Ontario
The Standards Council of Canada (SCC) is a Crown corporation established by an Canada
Act of Parliament in 1970 to foster and promote voluntary standardization in
Canada. It is independent of government in its policies and operations, although it
is financed partially by Parliamentary appropriation.

Tel: +1 613 238 32 22
Fax: +1 613 569 78 08
E-mail: info@scc.ca
SCC Website

SCC Webstore

The mandate of the Council is to:

- promote the participation of Canadians both in voluntary standards activities and
in public-private sector cooperation in relation to voluntary standardization in
Canada;



https://www.iso.org/technical-committees.html

How to Get Involved (continued)

* |f your country is not a member and wishes to
join, write the SDOs at:

— info@iec.ch
— Central@iso.org



mailto:info@iec.ch
mailto:Central@iso.org

International Resources .

IMDRF Essential Principles of Safety and Performance of Medical Devices and IVD Medical Devices: 2018
http://imdrf.org/docs/imdrf/final/technical/imdrf-tech-181031-grrp-essential-principles-n47.pdf

IMDRF Optimizing Standards for Regulatory Use guidance:
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-181105-optimizing-standards-n51.pdf
International Electrotechnical Commission (IEC)
http://www.iec.ch/about/activities/standards.htm?ref=home

International Organization for Standardization (ISO)
https://iso.ch/home.html
ISO Conformity Assessment tools to support public policy: the CASCO Toolbox
https://www.iso.org/sites/cascoregulators/02 casco toolbox.html
ISO/IEC Directives Parts 1 (Ed. 13, 2017) and 2 (Ed. 7, 2016)

https://www.iec.ch/members experts/refdocs/iec/isoiecdir-1-consolidated|ECsup%7Bed13.0%7Den.pdf
https://www.iso.org/sites/directives/current/part2/index.xhtml

Asian Harmonization Working Group Playbook (see in particular Chapter 7)
http://www.ahwp.info/sites/default/files/ahwp-
files/4 Technical Committee/AHWP%20Playbook%20for%20Implementation%200f%20MD%20Reg%20Fram

ework.pdf



http://imdrf.org/docs/imdrf/final/technical/imdrf-tech-181031-grrp-essential-principles-n47.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-181105-optimizing-standards-n51.pdf
http://www.iec.ch/about/activities/standards.htm?ref=home
https://iso.ch/home.html
https://www.iso.org/sites/cascoregulators/02_casco_toolbox.html
https://www.iec.ch/members_experts/refdocs/iec/isoiecdir-1-consolidatedIECsup%7Bed13.0%7Den.pdf
https://www.iso.org/sites/directives/current/part2/index.xhtml
http://www.ahwp.info/sites/default/files/ahwp-files/4_Technical_Committee/AHWP%20Playbook%20for%20Implementation%20of%20MD%20Reg%20Framework.pdf

International Resources, cont’d .

ISO/IEC Guide 59, ISO and IEC recommended practices for standardization by national bodies 2019
https://www.iso.org/standard/71917.html

ISO/IEC Guide 63:2012 Guide to the development and inclusion of safety aspects in International Standards for
medical devices

https://www.iso.org/standard/50729.html

ISO/IEC 17007:2009, Conformity assessment — Guidance for drafting normative documents suitable for use for
conformity assessment

https://www.iso.org/standard/42635.html
ISO/IEC 17050-1:2004 Conformity Assessment — Supplier’s Declaration of Conformity — Part 1: General Requirements

https://www.iso.org/standard/29373.html#:~:text=1SO%2FIEC%2017050%2D1%3A2004%20specifies%20general%20requirem
ents%20for,irrespective%200f%20the%20sector%20involved.

ISO/IEC 17050-2:2004 Conformity Assessment — Supplier’s Declaration of Conformity — Part 2: Supplemental
Information
https://www.iso.org/standard/35516.html
ISO 14971:2019 Medical devices — Application of risk management to medical devices
https://www.iso.org/standard/72704.html
Society for Standards Professionals
https://www.ses-standards.org/page/A2?
World Health Organization WHO Global Model Regulatory Framework for Medical Devices including in vitro
diagnostic medical devices 2017
https://apps.who.int/iris/handle/10665/255177
World Trade Organization Agreement on Technical Barriers to Trade 1994
https://www.wto.org/english/docs_e/legal e/17-tbt_e.htm



https://www.iso.org/standard/71917.html
https://www.iso.org/standard/50729.html
https://www.iso.org/standard/42635.html
https://www.iso.org/standard/29373.html
https://www.iso.org/standard/35516.html
https://www.iso.org/standard/72704.html
https://www.ses-standards.org/page/A2
https://apps.who.int/iris/handle/10665/255177
https://www.wto.org/english/docs_e/legal_e/17-tbt_e.htm

US Standards Resources .

Standards & Conformity Assessment Program
www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/standards-
and-conformity-assessment-program#intro

FDA Recognized Consensus Standards Database
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

Recognition and Withdrawal of Voluntary Consensus Standards guidance
www.fda.gov/regulatory-information/search-fda-guidance-documents/recognition-and-
withdrawal-voluntary-consensus-standards

Appropriate Use of Voluntary Consensus Standards in Premarket

Submissions for Medical Devices guidance

www.fda.gov/regulatory-information/search-fda-guidance-documents/appropriate-use-
voluntary-consensus-standards-premarket-submissions-medical-devices



http://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/standards-and-conformity-assessment-program
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/recognition-and-withdrawal-voluntary-consensus-standards
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/appropriate-use-voluntary-consensus-standards-premarket-submissions-medical-devices

ASCA Resources .

* ASCA Pilot web page
www.fda.gov/medical-devices/standards-and-conformity-assessment-program/accreditation-
scheme-conformity-assessment-asca

* ASCA Pilot program guidance

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/accreditation-
scheme-conformity-assessment-asca-pilot-program

* ASCA Standards-specific guidances

— Basic Safety and Essential Performance standards-specific guidance:
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/basic-safety-and-
essential-performance-medical-electrical-equipment-medical-electrical-systems-and

— Biocompatibility standards-specific guidance:
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/biocompatibility-testing-
medical-devices-standards-specific-information-accreditation-scheme

* Ask ASCA! ASCA@FDA.HHS.GOV



http://www.fda.gov/medical-devices/standards-and-conformity-assessment-program/accreditation-scheme-conformity-assessment-asca
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/accreditation-scheme
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/accreditation-scheme-conformity-assessment-asca-pilot-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/basic-safety-and-essential-performance-medical-electrical-equipment-medical-electrical-systems-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/biocompatibility-testing-medical-devices-standards-specific-information-accreditation-scheme

Industry Education: .

Three Resources for You
CDRH Learn: Multi-Media Industry Education

=  Qver 200 modules

= Videos, audio recordings, power point presentations, software-based “how to” modules
= Mobile-friendly: access CDRH Learn on your portable devices

www.fda.gov/CDRHLearn

Device Advice: Text-Based Education

= Comprehensive regulatory information on premarket and postmarket topics
www.fda.gov/DeviceAdvice

Division of Industry and Consumer Education (DICE)

= Contact DICE if you have a question

= Email: DICE@fda.hhs.gov

= Phone: 1(800) 638-2041 or (301) 796-7100 (Hours: 9 am-12:30 pm; 1 pm-4:30pm EST)
= Web: www.fda.gov/DICE



http://www.fda.gov/CDRHLearn
http://www.fda.gov/DeviceAdvice




