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CDRH In Perspective

* CDRH oversees
— 175,000 medical devices on US market
— 18,000 medical device manufacturers
— 25,000 medical device facilities worldwide

* Each year we receive

— 22,000 premarket submissions (includes supplements
and amendments)

— 1.4 million reports on medical device adverse events
and malfunctions



Legislative Authority, Executive Branch
Policy and FDA Participation

National Federal agencies and departments shall use technical
Technology standards ... developed or adopted by voluntary
congress Transfer consensus standards bodies...to carry out policy
Advancement Act objectives or activities
Executive Ay Federal agencies will use vquntar.y consensus
119 standards in lieu of government unique standards
Branch wherever appropriate
FDA
. 21CFR 10.95 60 FR 53078
Regulations
FDA Staff FDA will preferentially use international standards
Manual SMG 9100.1 where appropriate and when not in conflict with
A existing regulations
Guide 8156




Evolution of the use of standards at CDRH

FDA Modernization Act (Sec

Mec?ncal 514(c)) ASCA Pilot
Device - Program
Amendments Added ability to formally 514(d)
of 1976 recognize a standard, “all or in
part” e Conformity
e USC514 - assessment -
Performance Added the ability to accept a ISO/IEC 17025
Standards formal Declaration of Conformity *
| 2016
1990
1067 215t Century Cures Act: 2018
1976 added to 514(c):
Safe_ Medical Transparency of
Device Act of regulatory decisions on
1990 use of standards
e Promulgation of Training to employees

mandatory standards
development at the
Agency’s discretion

Focus on global harmonization



Standards Recognition section 514(c)

 514(c)(1)(A) In addition to establishing a
performance standard under this section, the
Secretary shall, by publication in the Federal Register,
recognize all or part of an appropriate standard
established by a nationally or internationally
recognized standard development organization for
which a person may submit a declaration of
conformity in order to meet a premarket submission
requirement or other requirement under this Act to
which such standard is applicable.



Standards Recognition section 514(c)

* (B) If a person elects to use a standard
recognized by the Secretary under subparagraph (A)
to meet the requirements described in such
subparagraph, the person shall provide a
declaration of conformity to the Secretary that
certifies that the device is in conformity with such
standard. A person may elect to use data, or
information, other than data required by a standard
recognized under subparagraph (A) to meet any
requirement regarding devices under this Act.



Standards Recognition section 514(c)

¢ G U | DAN CE —The Secretary of Health and Human Services, acting through the

Commissioner of Food and Drugs, shall review and update, if necessary, previously published
guidance and standard operating procedures identifying the principles for recognizing
standards, and for withdrawing the recognition of standards, under section 514(c) of the

Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360d(c)), taking into account
the experience with and reliance on a standard by
foreign regulatory authorities and the device
industry, and whether recognition of a standard will
promote harmonization among regulatory
authorities in the regulation of devices.



Why Consensus Standards?

Participation by all stakeholders in
standards development including -
especially - regulators

— Chance to influence standards
during development

Reduce burdens on manufacturers by
narmonizing expectations across
jurisdictions

Streamlme conformity assessment

Promote regulatory science at
national and international levels

Speeds Patient access to safe,
effective devices




* Voluntary
Using * Only mandatory if cited in
regulation (‘incorporated by
Consensus reference’)
Standards * In any type of premarket
submission

 With a DOC (recognized
standards only) or ‘General Use
(any standards, recognized or
not)
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Standards and
Conformity
Assessment
Program (S-CAP)

S-CAP goal: advance
the development and
use of requlatory-
ready standards

Standards
Development

Standards
Effectiveness

Standards
Recognition

Conformity
Assessment




FDA recognized standards

International Standards:
— Participate/vote by country: I1SO IEC ...
— Participate/vote by organization: ASTM, IEEE ...

About 30 SDO’s with recognized standards
ASTM, ISO ~ 30 % each

7 SDO’s cover ~ 90 % of recognized standards




Using FDA-Recognized Standards

FDA strongly
encourages the use of
recognized standards in
premarket submissions

Declarations of
conformity (DOCs) are
used with recognized
standards, reducing
documentation
submitted to FDA

ADOCisa
communication tool,
conveying key
information to review
staff in a coherent and
concise fashion
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Standards Recognition Program .

‘Recognition’ - FDA’s formal identification of a standard after determining that it is appropriate
for manufacturers to declare conformance (using a declaration of conformity) to meet relevant
requirements.

The FDA:

* Encourages external and internal stakeholders to nominate standards for
recognition

* May recognize all, part or none of the standard
* Will publish the decision rationale

* Regularly updates recognition and non-recognition decisions
— Recognized Consensus Standards Database
— Non-recognized Consensus Standards Database

 May withdraw recognized standards, as appropriate
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Flexibility to Address Confidence

=

Conformity
Assessment Body
accreditation

Management
System

Management
System Certification

Supplier Declaration
of Conformity

Product Marking
and Listing

Product Marking
and Listing

Supplier Declaration
of Conformity

Testing by
accredited 3rd Party
Body

3" Party
Certification

3™ Party
Certification

Supplier Declaration
of Conformity

Testing by 1* Party
Body

Testing by
accredited 1st Party
Body

Increased Confidence

Testing by
accredited 3™ Party
Body

Testing by 3™ Party
Body




OPTIMIZING STANDARDS FOR
REGULATORY PURPOSES
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How do regulators get the standards
they need?

How do regulators know what standards exist?

How do you decide what is an essential standard?
How can standards help with refurbished equipment?
What can we do to help?

National Standards Body — ANSI; KEBS — ARSO
Regional — ARSO
Global — IMDRF

Regulators — FDA PPB



One Possible Path Forward

* Depend on manufacturer’s QS/RM and review
by a regulator;

* leverage CA and approvals from other
jurisdictions (FDA, CE, PMDA, TGA, etc) together
with requirements for importers\distributors
like Registration & Listing



CALLTO ACTION

Harmonization
Associations orgs

Promote the use of

consensus standards
Regulators

: : Academicians
Join a committee

Standards
Development

Contribute substantively — Organizations

and do so early!
Conformity

g Assessment
Be nominated to the SDO Bodies

Technical Committees

Patients and
Continue today’s discussions Caregivers
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