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MEDICAL DEVICE QUALITY IS ALL WE DO,
AND WE’RE ALWAYS AHEAD OF THE GAME.

75 275k #1 114k C3|crRown “Best eQMS | have ever

used...”
years industry podcast listeners blog and podcast look to us for the - This Iis the easiest eQMS | have used In
experience in the industry latest in quality the 20 years | have been in the Medical
Device Industry. It is simple, intuitive
QaMms and easy to use... We are successfully
SOFTWARE implementing a Quality Culture.

THE WALL STREET JOURNAL. 2 823 ik Lo
T: UALITY “Modern QMS Software and Outstanding Customer Service.”
THEVERGE '""= Forbes
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“Demystifying QMS and Regulatory Requirements”

MDD Xne. Inteliger MEDEvIcE
Lol intelligence ONLINE
“Makes your QMS Simple and Effective”
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Topics covered in this webinar:

The difference between laws, regulations, guidances, and
standards
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How and why these things come to be

Specifics of FDA regulations that govern quality
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FDA and ISO 13485

FDA’s Transition to ISO 13485
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Laws, regulations, guidances, and standards are

not the same things but are related.

==

sIs
Laws Regulations
Products of written statutes Set of rules adopted by
passed by congress. administrations, such as FDA,

that govern how the laws will be

enforced

h:

Guidances

FDA's interpretation
of their policy on a

regulation

Standards

Established by
private-sector bodies
that establish

industry expectations
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The process flows from laws to regulations to
guidances. Standards are similar to guidances but
iIn some cases may be used in place of regulations.

LAWS REGULATIONS GUIDANCES
STAN DARDS
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family even supposedly used them

Perkin's patented tractors

The first fraudulent dev
disease from the body



The Relaxacizor was an electrical muscle
stimulator supposed to result in relaxing feelings.
Users could adjust the frequency and strength of

stimulation. Ultimately resulted in a complications,
including miscarriage.
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Dalkon Shield was an IUD with a major design flaw:
porous multifilament string upon which bacteria
could travel into the uterus of users, leading to
sepsis, injury, miscarriage, and death.




A History of Medical Device Regulations

Device regulation took over 200 years and lots of quackery to establish

~1917

1938 1962
Tons of fraudulent devices
) FD&C Act Amendment to FD&C 1972 thru 1975
are in the market: nose _ .
1700s . Includes Acts removes medical ~ Pacemaker failures
: ., straighteners, rubber : _ _ .

Elisha Perkin’s applicators for prostate Medical device pre-market review and Dalkon Shield

Devices i iclati i i
Tl::teg:S gland disorders from final legislation Intrauterine Device

~1917-1926
FDA appeals to
congress that
the Pure Food
and Drug Act Be
Expanded

1906
Pure Food and
Drug Act (No
medical device
regulation)

1976
Medical Devices
Amendment establishes
classes, premarket review
for Class Ill and GMP
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1970
Cooper Committee
recommended new
legislation be targeted to
the device industry and
established classes

1938 thru 1960’s
FDA can only police
based on what we think
of as general controls
today
(No pre-market review)



Additional measures were added after the Medical
Device Amendment of 1976.

Some additional laws that give FDA further oversight and resources

Healthcare facilities report to incidents of patient's death,

Safe Medical Devices Act of 1990 serious illness, or serious injury, post- market surveillance
and tracking of implanted devices, product recalls

Allows the FDA to charge a fee for medical device product

Medical Device User Fee and .
review

Stabilization Act (MDUFSA) of 2005

3 215t Century Cures Act
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FDA 21 CFR 820 and ISO 13485:2016 share many
similarities.

8201 Scope 1 Scope

2 Normative References
820.3 Definitions 3 Terms and Definitions
820.5 Quality System 4 Quality Management System

4 1 General Requirements

4.2 Documentation Requirements

820.20 Management Responsibility IS.O Management Responsibility
820.20(a) Quality Policy Is= Quality Policy

820.20(b) Organization 31 Management Responsibility — General
820.20(b)(1) Responsibility & Authority |5_5 Responsibility & Authority

820 20(b)(2) Resources I5.1e Management Commitment
S20 . 20(b)(3) Management Representative |5_5.2 Management Representative
820.20(c) Management Review I5.6 Management Review

820.20(d) Quality Planning Is 2 Quality Planning

820.20(e) Quality System Procedures 3 21 General

4.2 2 Quality Manual

820.22 Quality Audit |8,2,4 Internal Quality Audits

82025 Personnel I6 Resource Management

820 25(a) General G 1 Provision of Resources
6.2 Human Resources

820.25(b) Training le.2 Human Resocurces

820.30 Design Controls 7.3 Design and Development

820.30(a) General 7.3 Design and Development

820.30(b) Design and Development Planning 71 Planning of Product Realization

7.3.2 Design and Development Planning

820.30(c) Design Input 7.2 1 Customer Related Processes

7.2.2 Review of Regquirements Related to Product
7.3.3 Design and Develocpment Inputs

820.30(d) Design Output [7.3.4 Design and Develocpment Ouiputs

S820.30(e) Design Review 7.3.5 Design and Development Review

820.30(f) Design Verification [7.3.6 Design and Develocpment Verification




FDA has been planning to adopt ISO 13485: 2016 since May 2018.

Why the update?
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FDA has been planning to adopt ISO 13485: 2016 since May 2018.

What is happening now?
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FDA has been planning to adopt ISO 13485: 2016 since May 2018.

What else does this mean?
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Let’'s Connect!

Personal
E-mail; [sabella@ProximaCRO.com
LinkedIn: https://www.linkedin.com/in/isabella-j-schmitt/

Proxima

E-mail: hello@ProximaCRO.com

LinkedIn: https://www.linkedin.com/company/proxima-clinical-research
Twitter: @ProximaCRO

YouTube: youtube.com/proximaCRO

Website: www.proximacro.com
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https://www.linkedin.com/in/isabella-j-schmitt/
https://www.linkedin.com/company/proxima-clinical-research
https://www.youtube.com/channel/UC3u2GXzDNBbE96Bojacfrrg/featured
http://www.proximacro.com/

Let’'s Connect!

Inventing Tomorrow — Podcast

Producer E-mail:
Brandon@InventingTomorrowPodcast.com

LinkedIn: https://www.linkedin.com/company/inventing-
tomorrow-together-podcast

Website: https://www.inventingtomorrowpodcast.com/

M1 Med-Tech Accelerator

E-mail: hello@ml1medtech.com
LinkedIn: https://www.linkedin.com/company/ml1medtech
Website: https://www.m1medtech.com/

MedTech Accelerator
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www.ProximaCRO.com

2450 Holcombe Blvd,

YOU Houston, TX 77021

832 835-1923
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