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Discussion Topics

CGA SA-36 and GAWDA Safety Alert 

 FDA Guidance

FDA Portal for submissions

New Posters
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CGA Safety Alert – SA 36
Temporary measures to consider to meet high demand 
during the COVID-19 crisis

 Change of grade – converting high pressure and 
cryogenic cylinders into medical gas service

 DOT SP 21025 – temporary extension of 
requalification period

 Colors – considerations for color coding options

 “Top-fill” – vent and evacuation considerations 

 SB-26 – tamper-resistant connection considerations
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CGA Safety Alert – SA-36
 The adoption of temporary measures should be 

formalized with:
 A written “deviation” - approved by your Quality Control Unit

 Documented personnel training

 When the temporary measures are retired, the process 
should be formalized with:
 Closure of the “deviation” by your Quality Control Unit

 Documented personnel training detailing the retirement of 
the temporary measures and restoration of your SOPs, FDA 
CGMP and CGA standards

 Contact tom@asteriskllc.com for the sample 
templates – Two versions
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Alternative FDA Document Portal

 FDA staffers are working remotely – mail delays

 CDER NextGen Portal, Designated Medical Gas 
submissions 
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New Free CGA Posters
 Three critical steps that healthcare providers can take to support the 

medical oxygen supply chain:
1. Understand their medical gas supply system needs and capabilities
2. Manage medical gas container inventory
3. Clean their medical gas containers

 Add your contact information
 Link to CGA P-83, Guidelines for Cleaning Externally Contaminated 

Medical Gas Containers.
 Wall Connection Poster

 https://www.cganet.com/wp-content/uploads/CGA_Medical_Oxygen_Wall-Connection_Poster_8.5x11_QRCode.pdf

 https://www.cganet.com/wp-content/uploads/CGA_Medical_Oxygen_Wall-Connection_Poster_11x17_QRCode.pdf

 Cylinder Poster
 https://www.cganet.com/wp-content/uploads/CGA_Medical_Oxygen_Cylinder_Poster_8.5x11_QRCode.pdf

 https://www.cganet.com/wp-content/uploads/CGA_Medical_Oxygen_Cylinder_Poster_11x17_Link.pdf

 https://www.cganet.com/wp-content/uploads/CGA_Medical_Oxygen_Cylinder_Poster_11x17_QRCode.pdf
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Contact Info

Tom Badstubner

 Office (508) 883-0927

 Cell (443)255-8984

 Email tom@asteriskllc.com
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