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A Standard is...

« Common use of rules, conditions, guidelines for products
and production methods...

« A definition of terms; classification, procedures,
specification, materials, performance, design, or
operations...

« A measurement of quality and quantity in materials,
processes, products, systems, services...

« A description or test methods and sampling procedures;
measurement of size or strength...
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A Voluntary Consensus Standard is...

« A standard developed or adopted by
voluntary consensus standards bodies -
both national and international.
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National Standards Strategy

« Congress enacted the NTTAA! that established the road
map for a market-driven process for setting standards.

* NIST? administers this legislation.
« ANSE is the US national body in international standards.

INational Technology Transfer Agreement Act of 1995 (Law 3/7/96) Ng
2National Institute of Standards & Technology, Gaithersburg, Maryland

3American National Standards Institute, Washington, DC

National Institute of
Standards and Technology
U.S. Department of Commerce
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CDRH-Specific Authorities

« The current standards program was created as a
result of the FDAMAZ.

« This legislation amended Section 514(c) of the
Medical Device Amendment of 1976:

— Allowed FDA to formally recognize consensus standards

and to accept a declaration of conformity to a recognized
standard.

— Happy Anniversary — 40 years as of 5/28/2016! ”f‘\ %3 f}“

K

1Food and Drug Administration Modernization Act of 1997.

(62
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Principles of Standards Development

* Openness
« Transparency
* Due Process
 Consensus

Transparency Due Process
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Standards Stats

« 700,000 worldwide * 1180* FDA-

standards recognized standards
* 100,000 US « 600+ working groups
standards across all by FDA liaisons

Industry sectors

7
* Updated 6/28/2016


http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Standards/UCM124037.pdf
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Liaisons serve on Standard Development
Organizations (Ex: ODE-DNPMD)

A A MI ¢  AAMI: Association for the Advancement of Medical Instrumentation is a nonprofit organization
founded in 1967. It is a diverse community of nearly 7,000 healthcare technology professionals

e united by one important mission—supporting the healthcare community in the development,

AEID) management, and use of safe and effective medical technology; : i
I 7 *  ASTM: American Society for Testing and Materials is a leader in the development and delivery
U
INTERSATIONAL of international voluntary consensus standards. Today, some 12,000 ASTM standards are used
Standards Worldwide around the world to improve product quality, enhance safety, facilitate market access and trade,
% IE E E and build consumer confidence; http: / /fwww.astimorg/
Advancing Technology * [EEE: IEEE is the Institute of Electrical and Electronics Engineers;
for Humanity http:/ fwww.ieee.org/index.html

¢ [SO: International Organization for Standardization is the world’s largest developer of
voluntary International Standards. International Standards give state of the art specifications
for products, services and good practice, helping to make industry more efficient and effective;

http: //www.iso.org/iso /home.html

* RESNA: Rehabilitation Engineering and Assistive Technology Society of North America. The

RESNA Assistive Technology Standards Board is the US TAG to the American National
RESN Anehab”'m'““ ExgnengandAsssie  Standards Institute (ANSI) for the development of international standards through the ISO

TehnolgySociey o ot A pertaining to assistive technology and other products for persons with disabilities.
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Standards at the FDA

 Main Goals « Main Charges

— Safeguard public health — Recognize by reference in

— Facilitate the availability of part or whole
safe and effective products — Use internationally

— Develop and use product harmonized standards
standards — Reference standards in

— Minimize inconsistent published guidance
standards documents

— Encourage sponsors and
manufactures to cite
standards
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Recognition is...

« Statement: FD&C Act - section 514(c)

— “FDA’s identification of standards as appropriate for
manufacturers of medical devices to declare
conformance to meet relevant requirements”

— IOW: Identifying medical device standards that may
facilitate the declaration of conformity process
« Means: Publication in the Federal Register
— Direct recognition — no notice/comment
— Immediately available

— Complete/In Part/Non-Recognition
10
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Documentation

» Declaration of Conformity to an FDA RCS

— Certification that the device conforms to the
requirements of the standard without
deviation (FORM FDA 3654)

* Promissory Note
— Promise to conform to a particular standard

— Test conditions and acceptance criteria need
to be described beforehand

11


http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM081667.pdf
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Importance of Standards

* Provides CDRH discretion to use
standards in our processes

 Builds consistency, credibility, and
predictability
» Assists in the execution of the mission

12



Standards Development Life Cycle

Initiating
~ the
Project

Maintaining
the Stan

Gaining
Final Approval Mobilizing
the Work Group

Balloting

the Standard Drafting

the Standard

Slide courtesy of Pat Harris, NIST




Product
Specifications

Manufacturing
Processes

Test Methods

Performance
Characteristics

Practice
Guidelines

Scientific
Protocols

Compliance
Criteria

Statistical
Methods

Labeling

Risk
Assessment

14
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Draft Standards: Center-wide Circulation

Committee Develops Draft Standard o

(c
Subject: 41 draft standards available for review

fordetaled information an how to file your comments and access t the standard itsef, please use the hypertext finks.
SANESTHESIA

150015 18562-3 Biocompatibilty evaluation of breathing gas pathways i heafthcare applcations-- Part 3:Tests for emissions of volatile organic compounds (VOCs)
hitp://intranetapps.fda.gov/seripts) dstd/detail. cim?id=5806

150,15 18562-4 Biocompatibilty evaluation of breathing gas pathways in healtheare applications-- Part 4: Tests forleachables in condensate
hitp:/intranetapps.fda.gov/seripts) dstd/detail. cim?id=5807

CDRH SMS Staff Circulates Draft
150015 18562-2 Biocompatibilty evaluation of breathing gas pathways i heafthcare applications-- Part 2 Tests for emissions of particulate matter
Stan d ard {0 C E N T E R http:/intranetapps. da.gov/scripts) dstd/detail. cim?id=3808

e 150/ DIS 185621 Biocompatibilty evaluation of respiratory gas pathways i healthcare applications-- Part 1: Evaluation and testing within a sk management process
Liaison co I I ates comments frO m ALL it fintranetapps.fda.gov/scripts/dstd/detail.cim?id=5809

submitters; resolves discrepancies

WK37636- Standard Guide for Tiered Approach to Detection and Characterization of Silver Nanomaterials in Textles
http:/fintranetapps. fda.gov/scripts/dstd/detail. cim?id=3844

Liaison submits 1 set of comments to
Committee and cc’'s SMS Staff

SMS Staff Updates Draft Standards
Database to Track Agency Position

1BIOCOMPATIBILITY

150TC 134 N 923150/CD 10933-4.2 Bological evaluation of medical devices — Part 4: Selection of tests for interactions with blood
htos//intranetapps.fda.gov) scripts, dstd/detail. cim?id=5803

B CARDIOVASCULAR

Cardiovascular implants and artficil organs — Hardshell cardiotomyfvenous reservair systems (with/without
fitter) and soft venous reservoir bags
hitp://intranetapps.fda.gov/seripts) dstd/detail. cim?id=5836

SMS Staff Responds to Inquiry
Regarding FDA Votes/Comments

15
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Specialty Task Groups N=17

« Cardiology « Software/Informatics

« IVD « Anesthesia

« OBGYN-G-U « General Hospital-General

 Neurology-Physical Plastic Surgery
Medicine o Sterility

* Biocompatibility  Dental/lENT

* Materials-Tissue « Ophthalmic
Engineering « Radiology

» Orthopedic « Nanotechnology

« General | (QS/RM)
* General Il (ES/EMC) 16
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Recoghnized Consensus Standards
© FDA Home & Medical Devices & Databases

The CORH Standards Program:

* Created as a result of the Food and Drug Administration Modernization Act (FDAMA) of 1997. The Standards

Management Staff (SM3) is responsible for facilitating the recognition of national and international medical device
consensus standards.

Modifications to the list of recognized consensus standards: Publications in the Federal Reagister to the list of
recognized consensus standards can be accessed at

http:fifwww fda.gowMedicalDevices/DeviceRegulationandGuidance/Standards/iucm 1237932 htm.

* Please note that changes to the recognized consensus standards database are updated the following Monday.
Learn More. ..

Search Database

8 Help
Standards Organization All Standards Organizations b
Standard Designation Mumber
MNote: numbers only, e.g., 14971, BOG0T-1
Standards Title or Keywords .
Note: do not include standsrd designation number (30 chars. max -
Specialty

Speciatty Task Group Area All Categories A

pecialy . g Task Group

17

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm



Recognized Consensus Standards

FDA Home © Medical Devices @ Databases
1 to 8 of 8 Results

Specialty Task Group Area: Neurology

New Search
Recognition , Standard  standard Designation
Number Developing Number And Date y
Organization
17-8 150 14708-3 2008-11-15
17-10 AAMI ANSI 150 14708-3:2008/(R)2011
1711 EC f0601-2-10 Edition 2.0 2012-
06

17-12 150 7197 Third Edition 2006-06-01
17-4 ASTM F647-94 (Reapproved 2014)
17-1 AAMI M528:1988/(R) 2010
17-14 AAMI AMSI MNS4:2013
17-13 |EEE Std 2010-2012

Title Of Standard I

Implants For Surgery - Active Implantable Medical Devices
Part 3: Implantable Neurostimulators

Implants For Surgery - Active Implantable Medical Devices
Part 3: Implantable Neurostimulators

ledical Electrical Equipment — Part 2-10: Particular
Requirements For The Basic Safety And Essential
Performance Of Nerve And Muscle Stimulators

Neurosurgical Implants - Sterile, Single-Use Hydrocephalus
Shunts And Components [Including: Technical Corrigendum 1

2007)

Standard Practice For Evaluating And Specifying Implantable
ohunt Assemblies For Neurosurgical Application

Intracranial Pressure Monitoring Devices

Transcutaneous Electrical Merve Stimulators

Recommended Practice For Neurofeedback Systems

&

Results per Page 10 v

%ExpurtTu Excel “8Help

R,
Publicationy
Date

09/08/2009

07/09/2014

08/05/2013

01/30/2014

08/14/2015

01/30/2014
081412015

01/27/2015

Specialty
Task
Group Area

Meurology

Meurology

Meurology

Meurology

Meurology

Meurology
Meurology

Meurology



Recognized Consensus Standards

_ [FI/

© FDAHome @ Medical Devices & Databases

1 to 38 of 38 Results
Specialty Task Group Area: Physical Medicine
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www.fda.gov

=

Results per Page 100 »

Mew Search ﬂjlli:ncpmrt To Excel ﬁHeIp
Recognition, =~ Standard - gapgarg pesignation o | Title OF Standard - R g eechly g
Number ,  Developing Number And Date v R Task v
Organization Date Group Area
1 American Mational Standard For Wheelchairs - Volume 1:
16-168 AMEI RESMNA WC-1:2008 Reguirements And Test Methods For Wheelchairs (Including 0173002014 Physical Medicine
Scooters) Section 1 Determination Of Static Stability
T176-13 First Edition 1989-08- Wheelchairs - Part 13: Determination Of Coefficient Of Friction , -
) 16-25 50 01 Of Test Surfaces 01/30/2014 | Physical Medicine
iz 7176-15 First Edition 1996-11- | Wheelchairs - Part 15 Reguirements For Information i .
16-27 IS0 15 Disclosure, Documentation And Labeling WUBRALS AR LELELE
i? T176-6 Second Edition 2001- Wheealchairs - Part 6: Determination Of Maximum Speed, . .
16-29 IS0 10-01 Acceleration And Deceleration Of Electric Wheelchairs 01302014 Physical Medicine
T176-2 Second Edition 2001- Wheelchairs - Part 2: Determination Of Dynamic Stability Of . .
16-159 150 06-15 Electric Wheelchairs 01/30/2014 | Physical Medicine
) . Wheelchairs - Part 4: Energy Consumption Of Electric
16-162 150 7176-4 Third Enﬂ't'””ma'm' Wheelchairs And Scooters For Determination Of Theorstical | 01/30/2014 | Physical Medicine
Distance Range
7176-5 Second Edition 2008- Wheelchairs - Part 5: Determination Of Overall Dimensions, . .
16-163 150 06-01 Mass And Manoeuwing Space 013072014 | Physical Medicine
16-164 S0 T176-10 Second Edition 2008- Wheelchairs - Part 10: Determination Of Obstacle-Climbing 013002014 Physical Medicine

11-01

Ability Of Electrically Powered Wheelchairs
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Requests for Recognition

« Stakeholders may propose standards for
recognition: CDRHStandardsStaff@fda.hhs.gov

 To make a request, submit
— Title of the standard
— Reference number and date
— Name and address of the standard development org
— Proposed list of devices or device types

— Brief discussion of the testing or performance
addressed by the standard

20
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Request for Recognition Flow Chart

Standards
Recognition
Request
Received

Standards
Re

Create and
mmrd  /\Ssign Project
Review Team

Recommendation

lew and o 10 STG and SMS

[
Assessment

STG SMS Prepares
STG Review B Docommendation M4 Responsefo B4 SMS Drafis FR
to SMS Requestor

Draft FR
Circulation for Ee=d FR Publication
CDRH Clearance

21
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References

« FDA SMG 9100.1:

— http://www.fda.gov/aboutfda/reportsmanualsforms/staffmanualquides/ucm19333
2.htm

* International Harmonization; Policy on Standards; Notice
— http://www.gpo.gov/fdsys/granule/FR-1995-10-11/95-25070
« National Institutes of Standards and Technology:
— http://www.nist.gov/
« National Technology Transfer and Advancement Act
— http://lwww.nist.gov/standardsgov/nttaa-act.cfm
« OMB Circular A-119
— http://www.nist.gov/standardsgov/ombal19.cfm
« Standards.gov
— http://lwww.nist.gov/standardsgov/index.cfm

Special thanks to CAPT Scott Colburn, Director, SMS, and Ms. Sharon Lappalainen, Deputy Director, SMS

for their excellent resources and historical knowledge. 29
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