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S U B J E C T : D d c k e t 0 3 -D  - 0 1 6 5  
G u i d a n c e  fo r  In d u s try /C u rre n t 
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  

D e a r S i rs /M a d a m s : 

I a m  th e  o w n e r o f a  m o b i l e  fi r s t a i d  v a n  s e r v i c e  c o m p a n y  a n d  d i s tri b u te  fi r s t a i d , ‘m e d i c a l  a n d ’s g e ty  p r o d u c ts  to  
b u s i n e s s  c u s to m e rs . In  a d d i ti o n , w e  a l s o  d o  a  g r e a t d e a l  o f C P R /F i rs t A i d  T ra i n i n g . ‘In  th i s *  b u s h &  w e  h a v e  c a r r i e d  
m e d i c a l  o x y g e n  fo r  th e  u s e  i n  e m e rg e n c y  c a r e  fo r  m a n y  y e a r s  i n  a d d i ti o n  to  tra i n i n g  o u r  c u s to m e rs  o n  th e ’p r o p &  
te c h n i q u e s  a n d  a p p l i c a ti o n s . 

In  h a v e  b e e n  i n  th i s  fi e l d  o f b u s i n e s s  fo r  s e v e r a l  y e a r s  w i th  e x te n s i v e  e x p e r i e n c e  o f s e l l i n g  th e  a b o v e  m e n ti o n e d  
p r o d u c ts . I a m  a l s o  a  s e a s o n e d  E M T - B  o f e i g h t y e a r s  a n d  a m  a  f& i m e  m e & &  & $ h  ‘m y  l o c a l  v o h .& e r‘re s c u e  
s q u a d  a s  a  te c h n i c i a n ’a n d  d r i v e r. 

I _ _  -, i i  y ”  c  *  I _ ,,. ,‘*  ;’ . . a ~ % “,,, _ _ ,l _  _ r-.:-, * $ > w * p -, u t L ~ $ .w ? ,p  1  E  
I fe e l  th a t m y  a d d m o n a l  tra m m g  a n d  k n o w l e d g e  i n  th s  a r e a  i s  & l l  th e  m o re  re a s o n  “ _ _  ,_  . . . . . x  

th a t C o m p a n i e s , s u c h  a s  m i n e  s h o u l d  b e  a b l e ’to ’ c o & m k ”‘to ~ s e l l  “ e & @ & y  m e d i c a l  o x y g e n  to  o u r  c u s to m e rs . I a m  
s u re  y o u  k n o w  a s  w e l l  a s  I, th a t th e  e n h a n c e m e n t o f o x y g e n  to ’a  ‘p a ti e n t i n .t& d  i s  tre m e n d o u s  a s  o p p o s e d  to  a n y  
c o n tra i n d i c a ti o n s . 

T h e  p r o p o s e d  n e w  G u i d a n c e  d o c u m e n t “c u r r e 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 ” ,$ I l e a d  to  a  
r e d u c ti o n  i n  th e  e ffe c ti v e n e s s  o f a  “G o o d  & ti & i t~ “re s p o n ~ d i n g ~  to  ‘a  ‘% d i c a l  e m e rg e n c y  o f’a ’p a ti e n t & th  a  c o n d i ti o n  
r e l a te d  i n  a n y  w a y  to  “ d i ffi c u l ty  i n  b r e a t& n g ”“o r l & k  c j fo % y i e n  d u e  td ‘i i l n e s s ” o r  tra u m a . ” 

A s  I u n d e r s ta n d  i t, th e  n e w  g u i d a n c e  d o c u m e n t e n ti tl e d  ‘C u rre n t G & d  M a n u f& & % g  P ra c ti c e  fo r  Iv i e d i c a i  G & e s  
s e e m s  to  re v e rt m e d i c a l  o x y g e n  l a b e l i n g  b a c k  to  p r e v i o u s  l a b e l i n g  w h i c h  r e s tri c te d  tj h e  d i s tri b u ti o n  a n d  ‘e t- u s e  o f , .I_  ̂ _  L - s e ”. e m e rg e n c y  o x y g e n  to  m e d i c a l  p r o fe s s i o n a l s  s u c h  a S  m y & l ft’;‘b Z i g  a E M X B  i i i d P a ra m e & G ~  ‘* ’ * ‘*  

,I”. .,,_ ”  ”  . 
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T h e  F D A  a p p ro v e d  n e w  l a b e l i n g  o n  D e c e m b e r 0 1 , 1 9 9 7  ’ ‘fo r  m e d i c a l  & y & n  J & i & ” a l l o w e d  d i s tri b u ti o n  ‘o f s u c h  
m e d i c a ti o n  w i th o u t a  p r e s c r i p ti o n  fo r  e m e rg e n c y  u s e  fo r  o x y g e n  d e fi c i e n c y  a n d  r e s u s c i ta ti o n , w h i l e  r e ta i n i n g  th e  
p r e s c r i p ti o n  r e q u i r e m e n ts  fo r  a l l  o th e r  u s e s . T h e  s p e c i fi c  w o rd i n g  i s : 
F o R  E M E R G E N c y  u s E ‘ o N L y  ~ ~ ~  * m m ~ ,~ g m B ” ,p R o p g ti *  ~ ~ ~ ~ .~ ~ ~ ~ ~  g o a  .: ;. 
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Considering my EMT-B skill level and full time affiliation with ‘my lo&l EMS ‘Se’n;ice%ovider, I~honest~y‘feei that is 
appropriate to assume that in most instances a physician is “of available-to dispense a prescription it the-time or place 
that the vast majority of card&respiratory em&$&es occur outside .of a medical setting. If this were the &se, the 
patient would have already been under medical supervision ‘kn8 Pr&nPt’ach%istr&&f etiergency o&&n would be 
administered by protocols and standing orders awaiting B&&/AI-S arrival 

Several organizations including the Naiional Safety Counkil ‘ind the ‘~ti&=ioan *&art A&o&a&~” &o ‘EMS professionals aTe trained throu@;h, have d$ve16.ed arid cubtish& gid‘&.d& & ih; ~~~~~~~~~~~~s~. . 

oxygen by those persons trained in administering the medi&ion outside the h&nsed’ profksional perSonne1 such as -.,,- ii*“<- ,(__ ^y:i__(*, .,.,e I ) 4.y” 
In fakt, it ti been a proven fact the emergency oxen greatly~ enhances ‘the outcome of the EM’& and Paramedics. 

patients condition and prognosis related to cardio-respiratory emergencies: 

As stated previously, through my Company we teach several programs including CPWFirst Aid; which encompasses 
cardiac defibrillation using AEDS and’tlie &d&nisti;ation of emergenc)ckygon. 

I strongly advocate that in the best interest of patient care that we propose the following modifications to the drafi 
guidelines to industry: 

1. ADD A DEFINITION FOR EMERGENCY OXYGEN FOLLWING iI@  IS69’Tij T $& BFFECT OF:’ ____ 

EMERGENCY OXYGEN: 
Oxygen that is administered by properly trained persons for oxygen defi&&iy and resuscitatidn~ ’ 
Equipment intended for such use.must deliver a ri&ii&uni flow‘of si; .&rsPer minute for ‘a min imum of . . / ve.,.,#4 ,.>” ii:-*‘, .*riir”.s *~- ,.I, < I . fi*een minlites md  ihoula +.-f--“&i; +-‘-g-Jgfg &ydr qwvdent abstration deGze. 

2. Revise lines 743 - 744 to read as follows: If a medical gtlj company sells medical oxygen for emer&ncy 
use, the label would contain the statement: (Lines 746 2 74~‘i’n ~ u n%%$@f”&d are consistent with 
currently approved labeling far medical oxygen and ai propos&! ishe-new (-3;idsnoe Dodument746 -‘748). 

In order to retain and allow the continued use and distr%ution of emergency &xiicai’o;;jg~ $&out ‘a’prekkption 
for oxygen deficiency and resusoit&ion this change in the ‘cir%” &da&e for industrymu& be &hanged. 

Sincerely, 

Doris A. Busse 
Owner/ EMT-B 


