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• The difference between laws, regulations, guidances, and 
standards

• How and why these things come to be
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Topics covered in this webinar:

• Specifics of FDA regulations that govern quality

• FDA and ISO 13485

• FDA’s Transition to ISO 13485



Laws, regulations, guidances, and standards are 
not the same things but are related.

Products of written statutes 

passed by congress.

Laws

Set of rules adopted by 

administrations, such as FDA, 

that govern how the laws will be 

enforced

Regulations

FDA’s interpretation 

of their policy on a 

regulation

Guidances
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Established by 

private-sector bodies 

that establish 

industry expectations

Standards
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The process flows from laws to regulations to 
guidances. Standards are similar to guidances but 
in some cases may be used in place of regulations.
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The first fraudulent device (est 1700s): Elisha 
Perkin’s patented tractors’ claim was to eliminate 
disease from the body. George Washington’s 
family even supposedly used them.
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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.



Device regulation took over 200 years and lots of quackery to establish
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A History of Medical Device Regulations

1700s
Elisha Perkin’s 

Patent 
Tractors

1906
Pure Food and 
Drug Act (No 

medical device 
regulation)

~1917
Tons of fraudulent devices 

are in the market: nose 
straighteners, rubber 

applicators for prostate 
gland disorders

~1917-1926
FDA appeals to 
congress that 
the Pure Food 

and Drug Act Be 
Expanded

1938
FD&C Act 
Includes 
Medical 
Devices

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)

1962
Amendment to FD&C 
Acts removes medical 

device pre-market review 
from final legislation

1972 thru 1975
Pacemaker failures 
and Dalkon Shield 

Intrauterine Device

1976
Medical Devices 

Amendment establishes 
classes, premarket review 

for Class III and GMP



Additional measures were added after the Medical 
Device Amendment of 1976.
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Some additional laws that give FDA further oversight and resources

3 21st Century Cures Act

2 Medical Device User Fee and 
Stabilization Act (MDUFSA) of 2005

Allows the FDA to charge a fee for medical device product 
review

1 Safe Medical Devices Act of 1990
Healthcare facilities report to incidents of patient's death, 
serious illness, or serious injury, post- market surveillance 
and tracking of implanted devices, product recalls
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FDA 21 CFR 820 and ISO 13485:2016 share many 
similarities.



Why the update?

FDA has been planning to adopt ISO 13485: 2016 since May 2018. 
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The QSR hasn’t been updated since 1996 and is harmonized with an 
outdated version of ISO currently. 

Allows for closer work with foreign regulatory authorities and more 
globally harmonized QMSes

The two are not significantly different as is, so it’s not a major overhaul

Better guidance and stronger risk management ties



What is happening now?

FDA has been planning to adopt ISO 13485: 2016 since May 2018. 
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The rule is open for comment from industry and stakeholders through 
May 24, 2022.

Overhaul of inspection policy

One year to prepare for full compliance

Better guidance and stronger risk management ties



What else does this mean?

FDA has been planning to adopt ISO 13485: 2016 since May 2018. 
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Estimated cost savings to medical device establishments in the $439 
million to $533 million range over the next ten year

No, FDA will not provide ISO 13485: 2016 certifications

Manufacturers with ISO 13485:2016 certifications must still have FDA 
audits

Faster access to market in multiple regions
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