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Outline & Objectives

I. 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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I. Medical Device 

Regulatory Framework

Case example: generally, the U.S. regulatory 

framework
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Key Points 

ÁWho regulates medical devices?

ÁWhat is a medical device?

ÁWhere do I start if I want to legally market 

my new device? 

ÁWhat is substantial equivalence? De Novo?

ÁIs FDA clearance the same as FDA 

approval? 
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Role of Governmental 

Regulations

ÁAll devices carry a certain degree of risk that can 

cause problems and/or adverse events.

ÁThe mission of regulatory bodies is to promote 

and protect public health.

ÁA common goal is to maximize benefit

and minimize risk.

ÁGet safe end effective devices to 

market as quickly as possible é

while ensuring those currently in 

the market remain safe and effective.



Who Regulates Medical Devices?

Regulatory authorities in different jurisdictions

ÁAustralia ð(TGA) Therapeutic Goods Administration 

ÁCanada ð(HC) Health Canada

ÁChina ð(CFDA) China Food and Drug Administration

ÁEU ð(EC) European Commission with Competent Authorities 

of the Member States of the European Union

ÁUK ð(MHRA) The Medicines and Healthcare Products 

Regulatory Agency

ÁUSA ð(FDA) U.S. Food and Drug Administration 

ÁOther countries ðtypically the Ministries of Health
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The U.S. FDA

ÁA scientific, regulatory, 

and public health

agency

ÁResponsible for promoting and protecting the 

public health

ÁProducts FDA regulate

ÅDrugs

ÅVaccines, Blood & Biologics

ÅMedical Devices

ÅRadiation -Emitting Products

ÅAnimal and Veterinary 

ÅCosmetics

ÅTobacco Products
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Federal Food, Drug, and 

Cosmetic Act 1938

Medical Device Amendments, 

May 28,1976



Medical Device Definition

ÁAn instrument, apparatus, é. implant, in vitro reagent or 

other similar or related article, including a component part 

or accessory

Áintended 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

Áintended to affect the structure or any function of the body 

of man or other animals, and 

Áwhich 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.
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Refer to Section 201(h) of the Food, Drug & Cosmetic Act 
for a full and complete Definition of a Medical Device



Software is a Regulated Device, buté

Á
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21st Century Cures Act

Software Function Intended 
for Administrative Support 

of a Health Care Facility

Software Function Intended 
to Serve as Electronic Patient 

Records

Software Function Intended 
for Transferring, Storing, 

Converting Formats, 
Displaying Data and Results

Software Function Intended 
for Maintaining or 

Encouraging a Healthy 
Lifestyle

¢ƘŜ ǘŜǊƳ άŘŜǾƛŎŜέ ƴƻ ƭƻƴƎŜǊ 
includes  four major software 

functions. 

Changes to Existing Medical Software Policies Resulting from Section 3060 of 
the 21st Century Cures Act: Draft Guidance for Industry and Food and Drug Administration Staff (Dec 8, 2017)



FDA CDRH Regulates Medical 

Devices in the United States

Center for Devices and Radiological Health

Ásafe and effective

Áunnecessary exposure 

to radiation
biologydictionary.net
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Code of Federal Regulations

Medical 

Devices

Labeling

Premarket

Clinical Investigation

Quality system 
regulation and others

Mammography 
Quality 

Standards Act

Radiation 
Emitting 
Products

Performance Standards 

Records

Product Reports

Importation 

Tobacco 
Products
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Device Classification Based on Risk
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About 74%  of 
Class I devices 

are exempt 
from 

The premarket 

notification 
process.



Device Classification Types

Á862 Clinical chemistry 

and clinical toxicology

Á864 Hematology and 

pathology

Á866 Immunology and 

microbiology

Á868 Anesthesiology

Á870 Cardiovascular

Á872 Dental

Á874 Ear, nose and throat

Á876 Gastroenterology & 

urology devices

Á878 General and plastic 

surgery

Á880 General hospital and 

personal use

Á882 Neurological

Á884 Obstetrical and 

gynecological

Á886 Ophthalmic

Á888 Orthopedic

Á890 Physical medicine

Á892 Radiology
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~ 1700 Generic Types of Devices Grouped into 16 Medical Device Specialties



General Regulatory Controls

ÁBasic authorities that 

provide FDA with the 

means to regulate 

medical devices.

ÁFD&C Act, under 

sections 501, 502, 510, 

516, 518, 519, and 520

ÁApplies to all medical 

devices regardless of 

classification.

ÁProhibition of Adulteration 

and  Misbranding

ÁEstablishment Registration 

and Device Listing (R&L)

ÁPremarket Notification 

[510(k)], unless Exempt

ÁQuality System (QS) 

Regulation

ÁLabeling requirements

ÁMaintain Records and 

Medical Device Reporting 

(MDR)
R&L is not a marketing clearance, 

approval, certification or license to 

market a device in the U.S.
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Special Controls

ÁGeneral controls alone 

are insufficient to assure 

safety and effectiveness 

of Class II devices

ÁExisting methods are 

available to provide such 

assurances. 

ÁPostmarket Surveillance 

study

ÁPatient Registries

ÁGuidelines (e.g., Glove 

Manual)

ÁMandatory Performance 

Standards

ÁRecommendations or Other 

Actions

ÁSpecial Labeling (Refer to 

CFR)

Special Controls are 

usually device-specific
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First Step to Prepare a Device 

for Marketing 

ÁDetermine how the FDA may classify your device 

ÁSearch the regulation to identify the classification

ÁSearch the Product Code Classification database  

ÁSearch 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
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Recognize that FDA will officially 

determine and classify the device.



Premarket Notification, 510(k)

ÁMost New Devices Enter the U.S. Market via the Premarket 

Notification Process (a marketing clearance process)

ÁA premarket classification pathway described in Section 

510(k) of FD&C Act

ÁAllows FDA to determine òsubstantial equivalenceó (SE)to 

a legally marketed device (the predicate device)

ÁPremarket notification procedures (21 CFR 807 Subpart E)
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If requirements are met, FDA will issue an order (SE Letter) 

for marketing clearance allowing distribution in the U.S. 

interstate commerce.



Medical Gowns

(Class II, Class I Exempt)

21CFR 878.4040 Surgical 

Apparel 

ÁClass II (special controls)

surgical gowns and mask s 

878.4040 (b)(1) 

ÁClass I (general controls) 

exempt from premarket 

notification

surgical apparel other than 

surgical gowns and masks 

878.4040 (b)(2) 
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[Illustration photo from] 
https://www.consultoriaiso.org/sistema-de-
gestao-ambiental-na-area-hospitalar/sistema-de-
gestao-ambiental-na-area-hospitalar-2/



"Substantial Equivalenceó
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New Device is Compared

to Legally Marketed Device
Does New Device Have 

Same Intended Use?

άNot Substantially

Equivalentò(NSE) 

Determination

Does New Device Have

Technological Char /New types

of Safety & Effectiveness Questions?

Does Descriptive or Performance

Information Demonstrate Equivalence?

ñSubstantially Equivalentò (SE) Determination

Insufficient Info?

Request Additional Information

YES

NO

NO

YES

NO

YES

ñSubstantial Equivalenceò to pre-amendment or post-amendment 

predicate device, at least as safe and effective as the legally predicate 

device



Considerations for Establishing 

Substantial Equivalence

ÁIntended use

ÁDesign

ÁEnergy Used or Delivered

ÁMaterials

ÁChemical Composition

ÁManufacturing Process

ÁPerformance

ÁSafety

ÁEffectiveness

ÁLabeling

ÁBiocompatibility

ÁStandards

Áand other applicable 
characteristics
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A claim of substantial equivalence 

does not mean the new and 

predicate devices must be 

identical



First FDA -cleared EKG for Apple 

Watch®

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

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

ÁReplaces the original Apple Watch band providing the access to an 
ECG

Áhttps://www.alivecor.com

ÁFDA Clearance

ÁDate Received 10/12/2017

ÁDecision Date  11/16/2017

ÁDecision: (Class 2) Substantially Equivalent (SE)

ÁNon -clinical and Clinical testing 
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https://www.alivecor.com/


Premarket Approval (PMA) 

ÁA regulatory pathway to market Class III (highest -risk)  

medical devices

ÁApplication requires FDA scientific, regulatory review  & 

quality system review.

ÁApproval requires reasonable assurance of safety and 

effectiveness based on intended use 

ÅTypically requires clinical data
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These devices require a premarket approval (PMA) application under section 

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



Wearable Cardiac Defibrillator 

(Class III) 

carolecarey@mac.com IFAI  EXPO 2018 Oct. 15-18 Dallas, TX 24

https://lifevest.zoll.com

Original PMA Approval (PMA) Class 3 
Dec 18, 2001

continuously monitors the 
ǇŀǘƛŜƴǘΩǎ ƘŜŀǊǘ ŀƴŘΣ ƛŦ ŀ ƭƛŦŜ-
threatening heart rhythm is 
detected, the device delivers a 
treatment shock to restore normal 
heart rhythm.



What are the options if ònewó 

device is not SE? 

ÁResubmit another 510(k) with new data

ÁFile a Reclassification Petition 

ÁSubmit a PMA

ÁDe Novo Classification  (Request a Class I 
or Class II designation)
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The De Novo Process

ÁA risk -based classification process

ÁA possible marketing pathway to classify novel devices (of 

low to moderate risks ) with no legally marketed 

predicate device

ÁNeed to establish that general controls (Class I designation) 

or general controls and special controls (Class II 

designation) provide reasonable assurance of safety and 

effectiveness for the intended use

ÁRequest for Evaluation of Automatic Class III Designation 

under 513(f)(2) or De Novo request.
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Devices classified under the De Novo process may be 

marketed and used as predicate devices for future 510(k) 

submissions



De Novo Classification

ÁBrainPort V100, a first -of -its -kind wearable device that can help 

orient profoundly blind individuals to their physical 

surroundings.

ÁEvaluation of Automatic Class III Designation ðDe Novo Request Regulation 

Number: 886.5905

Regulation Name: Oral Electronic Vision Aid

Regulatory Classification: Class II 

ÁProduct Code: PIC

Dated: August 7, 2013 

Received: August 7, 2013 

Reclassification Order: June 18, 2015
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The BrainPort reteaches the brain to "see" using 
stimuli from the tongue rather than eyes.

De Novo Classification Request, Class 2



De Novo Classification

ÁNon-absorbable, hemostatic gauze for temporary 

internal use.  Coated with hemostatic material. A 

prescription device.  

ÅD2 Dressing

ÅEvaluation of Automatic Class III Designation ðDe Novo Request 

Regulation Number: 21 CFR 878.4454

ÅRegulatory Classification: Class II

ÅProduct Code: POD

ÁSpecial controls include 

ÅBiocompatibility evaluation

ÅAnimal performance testing

ÅShelf life testing

ÅNon -clinical performance testing

ÅLabeling 
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For illustration 
purposes only, a 
gauze. This is not 
the D2 dressing 
device
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