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Outline & Objectives

|.  Medical Device Regulatory Framework
(gain some knowledge about the risk  -based
device classification and premarketing
pathways)

- General Wellness Products

(learn about the policy on low risk products that promote
a healthy lifestyle)

II. Standards and Conformity Assessment

(recognize the role of standards and conformity
assessment)
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|. Medical Device

Regulatory Framework

Case example: generally, the U.S. regulatory
framework



Key Points

AW
AW
AW

no regulates medical devices?
nat Is a medical device?

nere do | start if | want to legally market

my new device?
AWhat is substantial equivalence? De Novo?

Als

FDA clearance the same as FDA

approval?
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Role of Governmental

Regulations

AAIl devices carry a certain degree of risk that can
cause problems and/or adverse events.

AThe mission of regulatory bodies is to promote
and protect public health.

AA common goal is to maximize benefit

and minimize risk. o
AGet safe end effective devices to )/@,_/_,_l;)
market as quickly as possible é /I\
=

while ensuring those currently in
the market remain safe and effective.



Who Regulates Medical Devices?

Regulatory authorities in different jurisdictions
A Australia & (TGA) Therapeutic Goods Administration

A Canada 8 (HC) Health Canada
A China & (CFDA) China Food and Drug Administration

A EU 8 (EC) European Commission with Competent Authorities
of the Member States of the European Union

A UK 8 (MHRA) The Medicines and Healthcare Products
Regulatory Agency

A USAJ (FDA) U.S. Food and Drug Administration
A Other countries @ typically the Ministries of Health

carolecarey@mac.com IFAI EXPO 2018 Oct-1% Dallas, TX



The U.S. FDA

rtment of et e e 7

U.S. Depa

) e | g and D9 ™
A A scientific, regulatory, T A

and public health
agency

A Responsible for promoting and protecting the
public health
A Products FDA regulate
A Drugs
A Vaccines, Blood & Biologics
A Medical Devices
A Radiation -Emitting Products Federal Food, Drug, and
A Animal and Veterinary Cosmetic Act 1938
A Cosmetics
A Tobacco Products
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Medical Device Definition

AAn instrument, apparatus, €. I mp |
other similar or related article, including a component part
Or accessory

A intended for use in the diagnosis of disease or other
conditions, or in the cure, mitigation, treatment, or
prevention of disease, in man or other animals, or

A intended to affect the structure or any function of the body
of man or other animals, and

A which does not achieve its primary intended purposes
through chemical action within or on the body of man or
other animals and which is not dependent upon being
metabolized.

Refer to Section 201(h) of the Food, Drug & Cosmetic Act

for a full and complete Definition of a Medical Device
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Software I s a Regul a

Changes to Existing Medical Software Policies Resulting from Section 3060 of
the 21st Century Cures AdDraft Guidance for Industry and Food and Drug Administration Staff (Dec 8, 2(

Software Function Intended Software Function Intended
for Administrative Support | to Serve as Electronic Patie
of a Health Care Facility Records

= "W » 2O

<
No
e

Software Function Intended Software Function Intended
for Transferring, Storing, for Maintaining or
Converting Formats, Encouraging a Healthy
Displaying Data and Result Lifestyle

215t Century Cures Act
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FDA CDRH Regulates Medical

Devices In the United States
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QDRH; Center for Devices and Radiological Health
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biologydictionary.net

Medical Devices aned Radiation-emitting Products
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Code of Federal Regulations

Labeling
Premarket
Clinical Investigation

Medical

Devices Quality system
regulation and others

Mammography

Quality
Standards Act

21, CER Payrse]o[er

1299

Performance Standards

S Radiation g
Products E NI Product Reports
Products )
Importation

carolecarey@mac.com IFAI EXPO 2018 Oct-1% Dallas, TX 12



Device Classification Based on Risk

About 74% of
Class | devices
are exempt
from

The premarket

notification
process.

carolecarey@mac.com

Exempt Devices
(someclass | & Il)

Very Low Risk

General Controls

No submission
required

Registration and
Device Listing

Class |

Low (~780)

General Controls

Premarket
Notification or
510(k) submission

Registration and
Device Listing

-

Medium (~800)

Premarket
Notification or
510(k) submission

Registration and
Device Listing
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Class Il

High (~120)

General Controls,
Special Controls, &

Premarket
Approval (PMA)

PMA submission

Registration and
Device Listing




Device Classification Types

~ 1700 Generic Types of Devices Grouped into 16 Medical Device Specialties

A 862 Clinical chemistry A 878 General and plastic
and clinical toxicology surgery

A 864 Hematology and A 880 General hospital and
pathology personal use

A 866 Immunology and A 882 Neurological
microbiology " .

) _ A 884 Obstetrical and

A 868 Anesthesiology gynecological

A 870 Cardiovascular A 886 Ophthalmic

A 872 Dental A 888 Orthopedic

A 874 Ear, nose and throat A 890 Physical medicine

A 876 Gastroenterology & A 892 Radiology
urology devices
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General Regulatory Controls

A Basic authorities that
provide FDA with the
means to regulate
medical devices.

A FD&C Act, under
sections 501 502, 510,
516, 518, 519 and 520

A Applies to all medical
devices regardless of
classification.

R&L is not a marketing clearance,

approval, certification or license to
market a device in the U.S.

carolecarey@mac.com

A Prohibition of Adulteration
and Misbranding

A Establishment Registration
and Device Listing (R&L)

A Premarket Notification
[510(K)], unless Exempt

A Quality System (QS)
Regulation

A Labeling requirements

A Maintain Records and
Medical Device Reporting
(MDR)
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Special Controls

A General controls alone
are insufficient to assure
safety and effectiveness
of Class Il devices

A Existing methods are
available to provide such
assurances.

Special Controls are

usually device-specific

A Postmarket Surveillance
study

A Patient Registries

A Guidelines (e.g., Glove
Manual)

A Mandatory Performance
Standards

A Recommendations or Other
Actions

A Special Labeling (Refer to
CFR)
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First Step to Prepare a Device

for Marketing

A Determine how the FDA may classify your device

A Search the regulation to identify the classification
A Search the Product Code Classification database A

A Search other legally marketed similar devices.

This will guide you to the correct regulatory submission
path and the level of regulatory control necessary to assure
the safety and effectiveness of the medical device

Recognize that FDA will officially
determine and classify the device.
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Premarket Notification, 510(k)

A Most New Devices Enter the U.S. Market via the Premarket
Notification Process (a marketing clearance process)

A A premarket classification pathway described in Section
510(k) of FD&C Act

A Allows FDAto determine 0 substanti al equto v al
a legally marketed device (the predicate device)

A Premarket notification procedures (21 CFR 807 Subpart E)

If requirements are met, FDA will issue an order (SE Letter)

for marketing clearance allowing distribution in the U.S.
interstate commerce.
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Medical Gowns
(Class Il, Class | Exempt)

19

21CFR 878.4040 Surgical
Apparel

A Class Il (special controls)
surgical gowns and mask s
878.4040 (b)(1)

A Class | (general controls)

exempt from premarket lustraion photo fror)
. g . ttps://www.consultoriaiso.org/sistemale-
n0t|f|cat|0n gestacambientatna-area-hospitalar/sistemeade-

) gestacambientalna-areahospitalar2/
surgical apparel other than

surgical gowns and masks
878.4040 (b)(2)
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"Substanti al

New Device is Compared

to Legally Marketed Device v NO oNot Substantially
Does New Device Have Equi val ent 0 ( NSE
Same Intended Use? Determination
+ YES _ _
Does New Device Have
Technological Char /New types YE$
of Safety & Effectiveness Questions?

Request Additional Information > NO

A 4 A 4

Does Descriptive or Performance
Insufficient Info? Information Demonstrate Equivalence?

YES

NO

A 4

ASubstantially Equivall ento (SE) Det

ASubstanti al E gaméendnaeht ermpasteamentneentp r e

predicate device, at least as safe and effective as the legally predicate
device
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Considerations for Establishing

Substantial Equivalence

A Intended use

A Design

A Energy Used or Delivered
A Materials

A Chemical Composition

A Manufacturing Process

A Performance

A Safety

A Effectiveness

A Labeling
A Biocompatibility
A Standards

A and other applicable
characteristics

A claim of substantial equivalence
does not mean the new and

predicate devices must be
identical

carolecarey@mac.com IFAI EXPO 2018 Oct-1% Dallas, TX 21



First FDA -cleared EKG for Apple

Watch®

A The Kardia Band System is intended to record, store and transfer
single-channel electrocardiogram (ECG) rhythms.

A displays ECG rhythms and detects the presence of atrial fibrillation
and normal sinus rhythm (when prescribed or used under the care of
a physician).

A FEQ(e:%aces the original Apple Watch band providing the access to an

A https://www.alivecor.com

A FDA Clearance

A Date Received 10/12/2017
A Decision Date 11/16/2017
A Decision: (Class 2) Substantially Equivalent (SE)
A Non -clinical and Clinical testing
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Premarket Approval (PMA)

A A regulatory pathway to market Class Il (highest -risk)
medical devices

A Application requires FDA scientific, regulatory review &
guality system review.

A Approval requires reasonable assurance of safety and
effectiveness based on intended use

A Typically requires clinical data

These devices require a premarket approval (PMA) application under section

515 of the FD&C Act in order to obtain marketing approval. [21CFR 814]
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Wearable Cardiac Defibrillator

(Class llI)

https://lifevest.zoll.com

Garment/Electrode Belt Assembly

' Wearable cardiac defibrillator ‘

- Life vest Battery Charger
e * Power Supply

continuously monitors the

LI OASY (G Qa KSI NI
threatening heart rhythm is
detected, the device delivers a /

Monitor
treatment shock to restore normal Orininal PMA A C(BMAY Class 3
heart rhythm. rgina pproval ( ) Class

Dec 18, 2001
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Wh at are t he

device Is not SE?

AResubmit another 510(k) with new data
AFile a Reclassification Petition
ASubmit a PMA

ADe Novo Classification (Request a Class |
or Class Il designation)
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The De Novo Process

A A risk -based classification process

A A possible marketing pathway to classify novel devices _ (of
low to moderate risks ) with no legally marketed
predicate device

A Need to establish that general controls (Class | designation)
or general controls and special controls (Class |l
designation) provide reasonable assurance of safety and
effectiveness for the intended use

A Request for Evaluation of Automatic Class Il Designation
under 513(f)(2) or De Novo request.

Devices classified under the De Novo process may be

marketed and used as predicate devices for future 510(k)
submissions
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De Novo Classification

A BrainPort V100, a first -of -its -kind wearable device that can help
orient profoundly blind individuals to their physical
surroundings.

The BrainPort reteaches the brain to "see" using

stimuli from the tongue rather than eyes.

De NovoClassification Request, Class 2

A Evaluation of Automatic Class Ill Designation 0 De Novo Request Regulation
Number: 886.5905
Regulation Name: Oral Electronic Vision Aid
Regulatory Classification: Class Il

A Product Code: PIC
Dated: August 7, 2013
Received: August 7, 2013
Reclassification Order: June 18, 2015
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De Novo Classification

ANon -absorbable, hemostatic gauze for temporary
Internal use. Coated with hemostatic material. A

prescription device.
A D2 Dressing

A Evaluation of Automatic Class 1l Designation d De Novo Request
Regulation Number: 21 CFR 878.4454

A Regulatory Classification: Class I
A Product Code: POD

A Special controls include
A Biocompatibility evaluation
A Animal performance testing
A Shelf life testing
A Non-clinical performance testing
A Labeling

Foriillustration
purposesconly; a
gauze. This iscnot
the D2dressing
device

carolecarey@mac.com IFAI EXPO 2018 Oct-1% Dallas, TX 28



carolecarey@mac.com

IFAI EXPO 2018 Oct-1% Dallas, TX

29



