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Can’t we just assume that 
the PPE we purchase and use 

is safe and effective? 

Can’t we just assume that 
the PPE we purchase and use 

is safe and effective? 

Hint: 
You need to be armed with the facts.

This Photo by Unknown Author is licensed under CC BY-SA
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Source:  cnn.com

https://www.cnn.com/2021/10/24/health/medical-gloves-us-thailand-investigation-cmd-intl/index.html

https://bit.ly/3qqeE6D
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▸ Response to global shortages due to COVID-19

▸ Manufacturers that produce gloves for industry trying 
to expand markets

▸ Unscrupulous manufacturers or distributeors
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▸ Which certifications, approvals or 
clearances PPE must have to be 
appropriate for use in healthcare

▸ What OSHA and CDC guidance to 
follow for appropriate PPE
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▸ American National Standards Institute – ANSI
▹ https://ansi.org/
▹ Devices marked with number of standard that applies

▸ Standards Council of Canada
▹ https://www.sca.ca
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▹ Devices marked with number of standard that applies

▸ Standards Council of Canada
▹ https://www.sca.ca

Source:  safetyglassesusa.com
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▸ Medical gloves and masks are Class I medical devices (FDA)

▸ Not all exam gloves are equal in quality
▹ Acceptable Quality Limits (AQL) established by the FDA
▹ Measured in percentage of defects per 100 units

▸ Not all gloves are manufactured using GMP

▸ Medical gloves and masks are Class I medical devices (FDA)

▸ Not all exam gloves are equal in quality
▹ Acceptable Quality Limits (AQL) established by the FDA
▹ Measured in percentage of defects per 100 units

▸ Not all gloves are manufactured using GMP

https://bit.ly/3N2e9tn
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https://www.osha.gov/perso
nal-protective-equipment

▸ National Institute for Occupational Safety and Health – NIOSH – U.S.
▹ https://cdc.gov/niosh/

▸ American Society for Testing and Materials – ASTM – U.S. and international
▹ https://www.astm.org/

▸ CSA Group – Canada and international 
▹ https://bit.ly/3ilOaPx
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▸ Food and Drug Administration – FDA – U.S.
▹ https://bit.ly/3iofr3S

▹ Quality Systems Regulations and Good Manufacturing Practices
▹ https://bit.ly/3traj5a

▹ Emergency use authorizations (EUA’s)

▸ Food and Drug Administration – FDA – U.S.
▹ https://bit.ly/3iofr3S

▹ Quality Systems Regulations and Good Manufacturing Practices
▹ https://bit.ly/3traj5a

▹ Emergency use authorizations (EUA’s)

https://bit.ly/3wow7Achttps://bit.ly/3imhSDI
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▸ National Institute for Occupational Safety 
and Health (NIOSH)
▹ https://www.cdc.gov/niosh/index.htm

▸ National Institute for Occupational Safety 
and Health (NIOSH)
▹ https://www.cdc.gov/niosh/index.htm

https://bit.ly/3qp3kI9

https://www.cdc.gov/niosh/topics/respirators/

https://bit.ly/3D04mPL
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https://www2a.cdc.gov/drds/cel/cel_form_code.asp
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▸ Purchase from reputable manufacturer
▹ Research and request samples

▸ Purchase from reputable supplier
▹ Trusted relationships

▸ Purchase from reputable manufacturer
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▸ Purchase from reputable supplier
▹ Trusted relationships

▸ If purchasing from online or unknown supplier, inquire about 
ASTM/ANSI certifications, FDA clearance
▹ Many online sellers do not vet their products

▸ If products (gloves) are soiled, discolored or appear to be 
fraudulent, report to the FDA MedWatch Program
▹ https://bit.ly/3iquCJS
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fraudulent, report to the FDA MedWatch Program
▹ https://bit.ly/3iquCJS

21

22



3/31/2022

12

▸ Exam/procedure gloves
▹ Non-sterile
▹ Ambidextrous

▸ Surgical gloves
▹ Sterile
▹ Hand specific

▸ Utility gloves
▹ Typically, reusable but some are disposable

▸ Exam/procedure gloves
▹ Non-sterile
▹ Ambidextrous

▸ Surgical gloves
▹ Sterile
▹ Hand specific

▸ Utility gloves
▹ Typically, reusable but some are disposable

https://bit.ly/3NduyLp
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▸ Latex free and powder free
▹ Powdered gloves banned by FDA in 2016

▸ Free of irritant chemicals
▹ Causes dermatitis in healthcare workers

▸ Comfort and fit

▸ Tactile sense

▸ Manufacturer follows Good Manufacturing Practices
▹ Clean factories
▹ Humane labor practices

▸ Shelf life

▸ Latex free and powder free
▹ Powdered gloves banned by FDA in 2016

▸ Free of irritant chemicals
▹ Causes dermatitis in healthcare workers

▸ Comfort and fit

▸ Tactile sense
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▸ Shelf life

https://bit.ly/3ilw7c4
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https://bit.ly/369OiiD

Optimization NEVER means reusing gloves.

https://bit.ly/3qmzMuN
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▸ COST

▸ Access to preferred 
types/brands

▸ Limited supply in some  
areas
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Unfortunately, cost should not be the main 
consideration for supply management in issues 

related to  safety. 

Unfortunately, cost should not be the main 
consideration for supply management in issues 

related to  safety. 
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Thanks again to our sponsorThanks again to our sponsor

Mary Govoni, CDA, RDH, MBA
mary@marygovoni.com
www.marygovoni.com

www.thecompliancedivas.com
www.superstardentalassistants.com
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