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Learning Objectives

* Understand how CDRH assesses & recognizes
standards

+ Identify the different types of recognition

* Find Federal Register documents on standards

« Understand how Organizations maintain Standards
Learn how to request recognition




m ﬁ U.S. Food and Drug Administration www.fda.gov
r Protecting and Promoting Public Health

CDRH Standards Program

Mission

The CDRH Standards Program was established as a result of the Food and Drug
Administration Modernization Act (FDAMA) of 1997. The program contributes to the
Center’s mission of protecting and promoting public health through the development and
recognition of voluntary consensus standards that serve to establish safe and effective
medical devices, radiation-emitting products and emerging technologies.
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CDRH Standards Program

Vision

CDRH stakeholders have access to high-quality, safe, and effective medical devices of
public health importance first in the world through timely development and recognition of
voluntary consensus standards. The CDRH Standards Program is the world’s leader in
standards implementation and utilization for medical device innovation and
manufacturing, and radiation-emitting product safety. Medical Device manufacturers,
consumers, patients, and providers have access to voluntary consensus standards for
medical devices and use this information to protect and promote the public health.
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Standards Management Staff

« Standards recognition/priorities

* New/current standards projects

» Travel / Travel priorities

« Standards review/ballot execution

» Liaison representatives

 Membership in SDOs

» License agreements for access to published standards

Federal Register publications ;
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Specialty Task Groups (STGs)

* Anesthesia * Neurology
» Biocompatibility « OB-Gyn/ Gastroenterology/
Urology

 (Cardiovascular

« Dental, ENT 8?&?;;:;?

* General | (QS/RM) « Physical Medicine

« General Il (ES/EMC) « Radiology

» General Hospital/General Plastic « Software/Informatics
Surgery » Sterility

 In Vitro Diagnostics « Tissue Engineering

« Materials
Nanotechnology
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Specialty Task Group
Representatlon

Other
Center
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STG Duties

« identifies existing and needed standards
 prioritizes standards activities

 coordinates ass_essment of standard’s use to meet
regulatory requirement

« recommends recognition of standards
 recommends liaisons, alternates, technical experts
» develops the SIS for recognized standards

reports to SMS Director
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Standards Recognition

“Recognition” defined in Food, Drug, and Cosmetic Act
(FD&C) 514(c).

Describes process for FDA identification of standards
that manufacturers of medical devices may cite to meet
a relevant requirements in the FD&C Act.
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Recognizing a Standard

SMS initiates the collection of information on:
— Newly published standards

— Revised standards

— Title changes

— Amendments/corrigenda

— Revised editions

— Withdrawn standards
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CDRH Decisions on Standards

1. Recognition
— complete/entire standard

2. Recognition in part
— excluding certain clauses or sections

3. Non-Recognition

* may defer for future assessment
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Recognizing a Standard

* Federal Register (FR) Notice
* As described in statute, FD&C 514(c)

« Direct recognition — no need for Notice of Availability
(NOA) and comments

Immediately available for use by industry and regulators
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Federal Register Documents

Jepartment of Health and Human

"_L) U.S. Food and Drug Administration
m Protecting and Promoting Your Health

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics

Tobacco Products
Medical Devices

Home » Medical Devices > Device Advice: Comprehensive Regulatory Assistance > Standards (Medical Devices)

Federal Register Documents

f SHARE | W TWEET | iin LNKEDN | @ PNIT | @5 EMAL | 8 PRINT

Modifications fo the initial list of recognized standards, as published in the Federal Register, can be
accessed at htfp.//www.acces: fda.gov/scrip fdoc. ds/search.cfm. Please note
changes and edits to the database are updated the following Monday.

August 14, 2015 FR Natice (List #40) [Docket No. FDA-2004-N-0451] PDF Version

February 11, 2015 FR Motice (List #39) [Docket No. FDA 2004-N-0451] PDF Version
January 27, 2015 FR Notice (List #38) [Docket No. FDA 2004-N-0451] PDF Version
October 17, 2014 FR Notice (List #37) [Docket No. FDA 2004-N-0451] PDF Version
July 9, 2014 FR Notice (List #36) [Docket Mo. FDA-2004-N-0451] PDF Version
May 15, 2014 FR Natice (List #35) [Docket No. FDA 2004-N-0451] PDF Version

Januarv 30. 2014 FR Notice (List #34) [Docket No. FDA 2004-N-04511 PDF Version

http://lwww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Standards/ucm123792.htm




U.S. Food and Drug Administration www.fda.gov
FID/

Protecting and Promoting Public Health

Consensus Standards Database

Search Database o Help

Standards Organization All standards Organizations i

Standard Designation Number
Note: numbers only, e.g., 14971, 6080{-1

Standards Title or Keywords
Note: do not include standsrd designation number (30 chars. max)

Specialty Task Group Area All Categaries g

Product Classification Product Code

=g, for vertical stendard sssrches Regulation Number (s.g., 888.1111)

FR List Publication Date

Type of Standard All Standard Types G s T
{use cir! button with mouse click WYertical = to s
to select up to 3 types, e.q. Horizontal, Test Methods
National!, Materizals Specification) i
Mational -| SertBy Product Area, Item # -

Quick Search Clear Farm

http://www.accessdata.fda.qov/scripts/cdrh/cfdocs/cfStandards/search.cfm
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Standards Maintenance

« Standards are typically up for review 3 years
after the first publication

« Standards are reviewed for reaffirmation or
revision every 5 years after the first 3 year cycle.
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Requests for Recognition

« CDRH SOP for the Identification and
Evaluation of Candidate Consensus
Standards for Recognition
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Requests for Recognition

« Stakeholders may propose standards for recognition
 To make a request, submit

— Title of the standard

— Any reference number and date

— Name and address of the SDO

— A proposed list of devices or device types

— A brief discussion of the testing or performance or other
characteristics that would be addressed by the standard
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Requests for Recognition

Requests to CDRH to recognize a standard may be submitted at any
time to:

« http://www.fda.gov/MedicalDevices/DeviceReqgulationandGuidance/
Standards/default.htm



http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Standards/default.htm
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Request for Recognition Flow Chart

Standards
Recognition
Request
Received

Create and Standards
mrd  Assign Project Review and
Review Team Assessment

Recommendation
to STG and SMS

SMS Prepares
STG Review P Recommendation feed Response to
Requestor

Draft FR
Circulation for FR Publication
CDRH Clearance
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Summary

1.  We learned how CDRH assesses and recognizes standards.
2. We identified the different types of recognition.

3. We learned where FDA lists the Federal Register notices of lists
of recognized standards.

4. We learned how different standards organizations maintain
standards.

We learned how to request the recognition of a standard.




