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G u i d a n c e  fo r  In d u s try  -  C u rre n t G o o d  M a n u fa c tu r i n g  P ra c ti c e  fo r  M e d i c a l  G a s e s  

T o  W h o m  It M a y  C o n c e rn : 

D i v e rs  A l e rt N e tw o rk  (D A N ), th e  w o r l d ’s  l a r g e s t s c u b a  d i v i n g  s a fe ty  o r g a n i z a ti o n  h a s  
b e e n  tra i n i n g  s c u b a  d i v e r s  i n  th e  s a fe  a p p l i c a ti o n  o f e m e rg e n c y  m e d i c a l  o x y g e n  a s  fi r s t 
a i d  fo r  d i v i n g - r e l a te d  i n j u r i e s  s i n c e  1 9 9 1 . T o  d a te ,w e  h a v e  tra i n e d  o v e r  1 5 0 ,0 0 0  
e m e rg e n c y  m e d i c a l  o x y g e n  p r o v i d e r s  w o r l d w i d e , th e  m a j o r i ty  h e r e  i n  th e  U n i te d  S ta te s . 
A fte r re v i e w i n g  th e  p r o p o s e d  c h a n g e s  to  th e  G M P  fo r M e d i c a l  G a s e s  c o n c e r n i n g  th e  
l a b e l i n g  r e q u i r e m e n ts  fo r  th e  u s e  o f e m e rg e n c y  o x y g e n , w e  h a v e  s o m e  s e r i o u s  
r e s e r v a ti o n s  r e g a r d i n g  th e  i m p a c t o f th e  c h a n g e s  i f th e y  w e re  to  g o  i n to  e ffe c t u n c h a n g e d . 

In  c a s e s  o f d e c o m p re s s i o n  i l l n e s s  (D C I), th e  a d m i n i s tra ti o n  o f e m e rg e n c y  m e d i c a l  
o x y g e n  a t h i g h  fl o w  ra te s  ( 1 5  l p m  o r h i g h e r )  v i a  o r o n a s a l  o r  n o n - r e b r e a th e r  m a s k  i s  th e  
d e fi n i ti v e  i n i ti a l  tre a tm e n t. R a p i d  d e p l o y m e n t o f e m e rg e n c y  m e d i c a l  o x y g e n  to  a n  
i n j u r e d  d i v e r  h a s  a  s i g n i fi c a n t i m p a c t u p o n  D C 1  s y m p to m s  a n d  i m p ro v e d  o u tc o m e s  
fo l l o w i n g  d e fi n i ti v e  r e c o m p re s s i o n  tre a tm e n ts  u n d e r  m e d i c a l  s u p e r v i s i o n . 

T h e  n e w  p ro p o s e d  r e q u i r e m e n t th a t o x y g e n  fo r  e m e rg e n c y  p u r p o s e s  c a n  o n l y  b e  p r o v i d e d  
b y  e m e rg e n c y  m e d i c a l  s e r v i c e s  o r  d i s p e n s e d  v i a  a  p r e s c r i p ti o n  d o e s  n o t i n te g r a te  w i th  th e  
r e a l i ty  o f e m e rg e n c y  r e s p o n s e  p r o to c o l s . In  o u r  o p i n i o n , th e  p r o p o s e d  c h a n g e s  w o u l d  
l i m i t th e  a v a i l a b i l i ty  o f e m e rg e n c y  m e d i c a l  o x y g e n  s e r i o u s l y  j e o p a r d i z i n g  th e  i n i ti a l  
tre a tm e n t a n d  o u tc o m e  o f d i v e r s  s u ffe r i n g  fro m  D C I-re l a te d  i n j u r i e s . 

D A N  re c o m m e n d s  th e  fo l l o w i n g  l a n g u a g e  c h a n g e s : 

1 )  In  o r d e r  o f p r e fe r e n c e , D A N  re c o m m e n d s  th e  fo l l o w i n g  re v i s i o n s  b e  m a d e  to  
l i n e s  7 4 3 - 7 4 4  o f D o c k e t 0 3 D -0 1 6 5  to  r e a d : 

P re fe rre d  O p ti o n  1 : “If a  m e d i c a l  g a s  c o m p a n y  s e l l s  m e d i c a l  o x y g e n  to  
v  fo r  e m e rg e n c y  u s e , th e  l a b e l  w o u l d  c o n ta i n  th e  
s ta te m e n t:” 

D i v e r s  A l e rt N e tw o r k  IT h e  P e te r  6 . B e n n e tt C e n te r  M  6 z W e s tC o l o n y  P l a c e  D u r h a m ,N C  2 7 7 0 5  U S A  
2 4 -H o u r  D i v i n g  E m e rg e n c i e s  ( 9 1 9 )  6 8 4 - 4 D A N  ( 4 3 2 6 )  &  ( 9 1 9 )  6 8 4 - 8 1 1 1  q  M e d i c a l  8 1  G e n e r a l  In fo rm a ti o n  ( 9 1 9 )  6 8 4 - 2 9 4 8  I F a x  ( 9 1 9 )  4 9 0 - 6 6 3 0  



Preferred Option 2: “If a medical gas company sells medical oxygen to 
emergency medical services [insert “or”] for emergency use, the label would 
contain the statement:” 

2) DAN recommends no changes to lines 746-748 of Docket Q3D-0165 regarding 
the existing labeling requirements so that medical oxygen label would read “For 
emergency use only when administered by properly trained personnel for oxygen 
deficiency and resuscitation. For all other medical applications, Rx only.” 

3) In order of preference, DAN recommends the following revisions be made to 
lines 750-75 1 of Docket 03D-0 165 to read; 

Preferred Option 1: “FDA would not prohibit the sale of medical oxygen with this 
labeling to emergency medical services (see Glossary fwdefinition of an EMS) 
[insert “or properly trained personnel”] without a prescription.” 

Preferred Option 2: FDA would not prohibit the sale of medical oxygen with this 
labeling to emergency medical services (see Glossary for definition of an EMS) 
[insert “or for emergency use”] without a prescription.” 

4) DAN recommends that the FDA add to the Glossary a definition of properly 
trained personnel that would read: 

Preferred Option 1: “Properly trained personnel - a person who provides 
documentation that they have received trai~ning in the use of emergency oxygen.” 

Preferred Option 2: “Properly trained personnel - a person who provides 
documentation that they have received training within the past twenty-four ” 
months in the use of emergency oxygen including providing oxygen to both a 
breathing and non-breathing patient, and safe use and handing of emergency 
oxygen equipment.” 

Thank you for your consideration of our rec.ommendlt~oo~~~, If you” have, any questions or, x” _.: 
would‘iike”additiona1 info~rmati&‘about~AN or our trammg programs, please contact 
me at the address or phone number listed below. 

Sincerely, 

Vice President, Training 
Divers Alert Network 


