Regulatory Strategy for Medical Devices




» To avoid the over-regulation, Devices have a 3-level classification
- (esigned to Identify the levels of potential risk

* Although every new drug must be approved before being
marketed, only devices based on major new technological
developments must recelve premarket approval

» Both safety and effectiveness are emphasized in drugs legislation,
the law on regulation of medical devices focuses on Product Safety

» Most new medical devices are not required to undergo extensive
premarket testing and requlatory approval procedures.



What 1s a Medical Device?

It is an instrument, apparatus, implant, machine, in vitro
reagent or other similar or related article to:

Diagnose

Cure

Mitigate

Treat

or Prevent a disease

> In Man or other animal

Does not achieve intended use through chemical
reaction.

It is not dependent upon being metabolized.



Medical devices - Examples

artificial
heart valve

tongue depressor
replacement
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Examples of Diagnhostic Devices

genetic markers for cancer
cervical cytology

prostate screening antigen (PSA) test
home drug test Kit

bone densitometry

MRI

ultrasound for breast cancer
glucose meters for home testing
chlamydia test

creatine kinase test

pregnancy tests

microarrays



3 Device Classes

o Device classification 1s based on intended use, indications for use,
and level of risk

Class Risk
Low

| Medium

| High




Extent of Regulation

o varies with the perceived potential for consumer harm.

o Products acknowledged to be clearly safe (e.g., tongue depressors)
are subject only to general controls;

o those with a greater potential for consumer harm (e.g.,
Incubators) must also meet performance safety standards;

o those with the greatest potential for harming consumers (e.g.,
pacemakers) are subject to premarket approval.



Class |

o Present minimal potential for harm to the user

o Subject to “General Regulatory Controls™ (GMP stds
compliance, Labeling requirements, registration/device
listing for manufacturers and recordkeeping)

o ~40% of all devices are Class |
o Examples: elastic bandages, hand-held surgical tools




Class |

o “General Controls” Is Insufficient

o + “Special Controls - Performance stds for Product Safety”
(ex-post-market surveillance)

o ~50% of all devices are Class |
o EX: contact lens case, hospital bed, prosthetics




o Life-sustaining Devices/have potential for serious iliness-injury

o General Controls + Special Controls + -~
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Classification Device Panels

868 Anesthesiology

870 Cardiovascular

862 Clinical Chemistry and Clinical Toxicology
872 Dental

874 Ear, Nose, and Throat

876 Gastrmenterulngy and Urology
878 General and Plastic Surgery

880 General Hospital and Personal Use
864 Hematology and Patholog

866 Immunology and Mmrmbm ogy
882 Neurology

884 Obstetrical and Gynecological

886 Ophthalmic

888 Orthopedic
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oALL medical devices

must comply with the
general controls



o |f @ manufacturer can provide evidence that
Its Medical Device Is

‘substantially equivalent’ to a device already
being sold (‘predicate device’), then It can
market the product after submitting a
'PREMARKET NOTIFICATION’ aka 510-K



PMA

o |fafirm has a product ‘significantly different’ from any device
already being sold, the new product must be demonstrated to be
safe and effective before It can be marketed.

o Ex: Inthe 80s when there were established types of diagnostic
Imaging equipment such X-ray equipment, CT scanners,
ultrasound devices are Class 11 devices; 1.e., they had to meet only
safety performance standards

o Then a New Imaging Technology — the MRI/NMR — sought market
entry — and was subject to premarket approval (PMA)




FDA — what does 1t do?

o Promotes & protects the health of the public by ensuring the
safety of:

—food

—drugs

—medical devices

— radiation-emitting products

—animal feed, veterinary drugs and devices
—vaccines, transplant tissues, blood products
— cosmetics




FDA — what does 1t do?

o Evaluates new devices for marketing

o Monitors devices already on the market

o Acts against firms that violate the law

o Performs research and develops std testing methods

o Educates professionals and consumers on safe use of devices



FDA — What It does not do

1. test new medical devices: manufacturers do
2. clear promotional materials for marketing

3. regulate medical procedures/how doctors use devices



FDA
5600 Fishers Lane,
Rockville, Maryland

CFSAN
Food

District Offices with
Science, Compliance, Investigations & Admin functions




REGULATORY PATHWAYS — IN THE USA
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HOME ASSIGNMENT

o Pick @) 5 Neurological Devices and b) 5ENT  Devices

* |n atabular format
1. list the company
2. the medical device
3. what class It 1S
4. Why you think so




