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Dockets Management Branch (HFA-305) :? G 1 :‘j 
U.S. Public Health Service 
Food and Drug Administration 
5600 Fishers Lane, Room 1061 
Rockville, MD 20852 June 9,2003 

Reference: Docket No. 02NO204: Comments to Proposed Rule - Bar Code Label 
Requirement for Human Drug Products and Blood 

Dear Sir or Madam: 

The Gases and Welding Distributors Association (GAWDA), on behalf of our 
member companies, wish to advise FDA of our endorsement and support for the 
exemption request for medical gases from the proposed bar coding regulation (21 
CFR Section 201.25 Bar Code Label Requirements) submitted by the Compressed 
Gas Association (CGA). 

GAWDA, and its members, have actively participated with CGA to develop the 
Bar Code exemption request and the supporting rationale. 

As stated in the exemption request we believe that medical gas medication errors, 
defined as medical gas mix-ups, are a serious issue. We also believe medical gas 
containers, with the current system of engineered safeguards, already provide an 
inherently greater degree of safety than a bar coding system can provide. 

GAWDA does not believe the proposed rule will help reduce the risk of medical 
gas medication errors. 

If after reviewing the industry’s concerns outlined in the CGA letter the FDA 
determines that the rule may still apply to medical gases, we request that prior to 
publishing this rule as a final rule, the FDA meet with the CGA and GAWDA. 
The purpose of this meeting would be to discuss the degree to which this 
regulation would impact the medical gas industry, weighed against the minimal 
patient protection value that it will have on reducing medication errors involving 
medical gases. 

The Gases and Welding Distributors Association appreciate the opportunity to 
comment on this proposed rule. 

Sincerely, 

J. Robert Yeoman 
Managing Director 
B&R Compliance Associates LLC 
GAWDA Medical Gas Consultant 
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Dockets Management Branch (HFA-305) 
U.S. Public Health Service 
Food and Drug Administration 
5600 Fishers Lane, Room 1061 
Rockville, MD 20852 

RE: Docket No. 02N0204: Comments to Proposed Rule - Bar Code Label Requirement for 
Human Drug Products and Blood 

Dear Sir or Madam: 

The Compressed Gas Association (CGA) and the Gases and Welding Distributors Association 
(GAWDA), on behalf of our member companies, requests an exemption from the proposed bar 
coding regulation (21CFR Section 201.25 Bar Code Label Requirements) as defined in Docket 
No. 02NO204 issued in the Federal Register dated March 14, 2003. 

The CGA, founded in 1913, is dedicated to the development and promotion of safety standards 
and safe practices in the industrial and medical gas industry. The Association represents all 
facets of the industry - manufacturers, distributors, suppliers, and transporters of gases, 
cryogenic liquids, and related products and services. Through the committee system, CGA 
creates technical specifications, safety standards, training and educational materials; and works 
with government agencies to formulate responsible regulations and standards and to promote 
compliance with these regulations. 

The GAWDA, founded in 1946, is dedicated to the safe operations and economic vitality of 
independent distributors of industrial and medical gases and equipment. The Association 
provides compliance assistance and guidance directly to members through internal consultants. 
GAWDA is also very active in providing training and educational materials that promote safe 
operations and GMP compliance. GAWDA participates actively with the CGA and its activities to 
create and promote responsible regulations and standards for the industry. 

The CGA and GAWDA agree that medical gas medication errors, defined as medical gas m ix- 
ups, are a serious issue. The medical gas industry is encouraged by its many interactions with 
the FDA on this and similar issues over the last year. As the FDA is aware, several proposals 
have been made to address the potential for medical gas m ix-ups, including specific labeling 
(e.g., 360-degree wrap-around labels for medical gas cylinders), color coding, user education, 
and now, bar coding. The medical gas industry is now considering these and other specific 
recommendations as set forth in the Draft Guidance for Industry on the Current Good 
Manufacturing Practices for Medical Gases (announced in the May 6,2003, Federal Register). 

The CGA and GAWDA do not believe that the proposed bar coding rule would help reduce the 
risk of medication errors for medical gases. The industry coalition therefore requests that FDA 
and the medical gas industry continue to address medical gas m ix-ups and that medical gases 
be exempt from the scope of the proposed rule per Section VIII Question 8 on page 12529 of 
Docket No. 02NO204. 
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U p o n  carefu l  rev iew w e  conc lude  th a t b a r  cod ing  o f compressed  m e d ical g a s  co n ta iners  w o u l d  
n o t e n s u r e  th a t p a tie n ts a r e  g i ven  th e  r ight  d r u g , in  th e  r ight  d o s e , v ia th e  r ight  r o u te  o f 
a d m inistrat ion, to  th e  r ight  p a tie n t, a t th e  r ight  tim e . T h e  compressed  g a s  industry  o ffe rs  th e  
fo l low ing  in format ion  in  s u p p o r t o f th is  posi t ion.  

R igh t D r u g  
T h e  m a jor  m e d ical gases  th a t a r e  a d m in is tered as  d rugs  a r e  O xygen  U S P , N i t rogen  NF , C a r b o n  
D iox ide  U S P , Ni t rous O x ide  U S P , He l i um U S P , M e d ical A ir U S P , a n d  m ixtu res  o f th e s e  
c o m p o n e n ts. Unl ike  t radi t ional  d r u g  co n ta iners,  m e d ical gases  a r e  on ly  p rov ided  in  dist inctively 
l a rge  spec ia l ized con ta iners  th a t cou ld  neve r  b e  co n fu s e d  with t radi t ional  p h a r m a c e u tica l  
packag ing . T h e s e  con ta iners  u s e d  in  th e  h e a l thca re  e n v i r o n m e n t h a v e  u n i q u e  co n n e c tors  a n d  
valves th a t a r e  specif ic to  th e  m e d ical g a s  co n ta i n e d  the re i n  a n d  requ i re  m a tch i n g  d i spens ing  
e q u i p m e n t to  w i thdraw th e  m e d ical ga s . T h e s e  des ign  fe a tu res  p rov ide  b o th  a  safety system 
a n d  a  m e th o d  to  p r e v e n t m e d icat ion errors.  

A m o n g  th e  fe w  m e d ical gas  m ix-ups th a t h a v e  occur red,  th e  ove rwhe lm ing  m a jority h a v e  b e e n  
th e  resul t  o f pe r sonne l  c i rcumvent ing  th e  safety system by  r emov ing  o r  m o d ifying th e  
c o n n e c tio n . A  b a r  c o d e  wil l  n o t p r e v e n t a  m ix-up if th e  p e r s o n  supp ly ing  o r  a d m inister ing th e  gas  
is wi l l ing to  c i rcumvent  phys ica l  safety dev ices a n d  th e  facil ity’s p rocedu res . 

W e  be l ieve  m e d ical gas  con ta iners,  wi th th e  cur rent  system o f e n g i n e e r e d  sa feguards ,  a l ready  
p rov ide  a n  i n h e r e n tly g r e a te r  d e g r e e  o f safety th a n  a  b a r  cod ing  system ca n  prov ide.  
A d d i tional ly ,  th e  typ ica l  scenar io  fo r  m e d ical g a s  u se  w o u l d  b e  th a t th e  actua l  co n ta ine r  o r  
cy l inder  w o u l d  n o t b e  in  th e  i m m e d i a te  e n v i r o n m e n t o f th e  p a tie n t a n d  th a t th e  co n te m p la ted b a r  
cod ing  checks w o u l d  n o t b e  feas ib le .  

Fu r th e r  compl ica t ing  th e  situ a tio n  is th a t hospi ta ls  m a y  rece ive  m e d ical gases  f rom m u ltip le  
suppl iers ,  al l  o f wh ich  a r e  p rov ided  to  p a tie n ts us ing  th e  s a m e  ce n tral supp ly  l ines. T h e  
p r o p o s e d  ru le  d o e s  n o t a c c o m m o d a te  o r  g ive  d i rect ion o n  h o w  such  a  r e m o te  re la t ionsh ip  
b e tween  p a tie n t a n d  d r u g  con ta ine r , wi th m u ltip l e  d r u g  doses  b e i n g  d i spensed  th r o u g h  th e  
s a m e  supp ly  system, cou ld  b e  m a n a g e d . 

R igh t D o s e  
M e d ical gas  con ta iners  c a n n o t b e  l abe led  to  a  specif ic uni t  d o s e ; n o r  ca n  th e y  b e  l abe led  to  
specify th e  n u m b e r  o f uni t  doses  they  co n tain.  M e d ical gases  a r e  n o t d i spensed  as  a  p a r ticu la r  
d o s e , r a th e r , they  a r e  d i spensed  b a s e d  o n  a  p a r ticu la r  p a tie n ts n e e d  a n d  ad jus ted  accord ing ly .  

Fo r  e x a m p l e , oxygen  d o s a g e  var ies f rom p a tie n t to  p a tie n t ( e .g ., o n e  p a tie n t m a y  b e  a t 2  lite rs  
p e r  m inute,  th e  nex t m a y  b e  a t 1 0  lite rs  p e r  m inute,).  A d d i tional ly ,  d o s a g e  o fte n  var ies with th e  
s a m e  p a tie n t b a s e d  o n  the i r  b l o o d  oxyg e n  levels. Un l ike  o th e r  prescr ip t ion d rugs  th a t m a y  b e  
m a n u factured,  p a c k a g e d  a n d  i d e n tifie d  by  b a r  c o d e  a t a  specif ic uni t  d o s e  level,  m e d ical g a s  
p r o d u c ts c a n n o t b e  p a c k a g e d  as  uni t  doses . M e d ical gases  a r e  fille d  to  a  un i fo rm st rength 
( i r respect ive o f th e  n e t q u a n tity p e r  co n ta ine r )  fo r  a d m inistrat ion by  a  l i censed m e d ical 
p r o fess ional ,  p u r s u a n t to  a  doc tors  o r d e r , wi th th e  d o s a g e  r e q u i r e m e n t d e te r m i n e d  a t th e  tim e  
o f n e e d . 

R igh t R o u te  o f A d m inistrat ion 
Unl ike  o th e r  p h a r m a c e u ticals, a d m inistrat ion o f m e d ical gases  requ i res  specif ic d i spens ing  
e q u i p m e n t wi th i n h e r e n t safety des ign  fe a tu res  (e .g ., g a s  specif ic o u tle t co n n e c tio n s , p ressu re  
reduc ing  r egu la tors, o r  wal l  o u tle ts, hoses , nasa l  cannu las , masks,  e n d o t rachea l  tu b e s , e tc). 
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The requirement to use this specific equipment to dispense the gas eliminates the potential to 
administer the gas via the wrong route. A bar code on a cylinder or container will not add value 
in assuring the right route of administration. 

Right Patient 
Medical gas dispensing equipment (pressure reducing regulator and/or wall outlet) is not 
required to be bar coded and in most cases, where the medical gas container is in a remote 
location, there will be no benefit to ensuring the ‘right patient” receives the ‘right drug”. In 
situations where medical gas containers are in close proximity with the patient and a proper 
patient bar coding system is in place, a m inimal positive effect on reducing patient m ix-ups may 
be achieved. 

Right Time 
Medical gases, unlike traditional pharmaceuticals dispensed at certain intervals, are not subject 
to “right time” errors. Medical gases are either used for the duration necessary (e.g., nitrous 
oxide given with oxygen for the duration of a medical procedure), or continuously until a 
physician determines it is no longer necessary (e.g., oxygen 24 hours per day). For this reason, 
there would be no m issed, late, early, or additional doses. 

Conclusion 

After a review of the ‘5 Rights” mentioned in the federal Register notice, we submit that there is 
no benefit for bar coding medical gas containers. We also note that the numbers of medical gas 
medication errors are very small when compared to the numbers of medication errors occurring 
with other prescription drugs. When medication errors have occurred with medical gases, the 
overwhelming majority have been due to a deliberate act of circumventing inherent safety 
design features already in place. Industry review of these incidents leads us to conclude that 
application of a bar code system would not have offered any additional patient protection, 
because persons were willing to ignore or circumvent the inherent safety design features of the 
medical gas distribution systems. 

The notice also presented a goal of ensuring that no over-the-counter (OTC) drugs could 
interact with prescription drugs administered at the hospital or affect another drug’s 
performance. We know of no adverse reactions between medical gases and other prescription 
or OTC drugs. 

The CGA and GAWDA believe that the information provided in these comments provides an 
adequate basis for the FDA to exempt medical gases from the requirements of proposed 21 
CFR 201.25. The CGA and GAWDA also believe that the medical gas industry should continue 
working closely with FDA on avenues to eliminate medication errors involving medical gases. 

The Federal Register notice for the proposed bar coding rule presents data indicating that a 
significant number of deaths are attributed to medication errors every year. For example in 
1993,7,391 deaths were attributed to medication errors (Page 12500). Based on a review of the 
aforementioned draft Medical Gas CGMP Guidance, there were eight fatalities from four 
incidents involving medical gas m ix-ups over the last 20 years, each of which involved the 
circumvention of the engineered safety systems. As noted during our meetings with FDA and 
internally, as an industry, bar coding has been evaluated as a potential solution to address 
medical gas m ix-up issues but industry has concluded that it will not add any safety value. 
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The CGA and GAWDA are also concerned with other data presented in the Federal Register 
notice. According to FDA sources, there are over 3,000 registered medical gas establishments 
in the United States. It is apparent that the 1,447 establishments detailed on Pages 12516 and 
12519, (Section E, 2) did not include medical gas establishments. These sites were not included 
in the economic impact data reported, and it is possible that because there have been very few 
medical gas medication errors, when compared to other pharmaceutical medication errors, that 
they were not included in the medication error data as well. If medical gas products are to be 
included in this proposal, the cost implications would need to be recalculated. We feel that the 
equipment purchase, validation, procedure modifications, training, and on-going operating and 
maintenance factors would be much costlier than the projections given if the medical gas 
industry is considered. Of related significance, many manufacturers and distributors of medical 
gases are small entities that would be significantly adversely impacted by the provisions of 
FDA’s proposed bar code rule. 

If after reviewing the industry’s concerns as outlined in this letter the FDA determines that the 
rule does apply to medical gases, we strongly recommend that prior to publishing this rule as a 
final rule, the FDA meet with the CGA and GAWDA. The purpose of this meeting would be to 
discuss the degree to which this regulation would impact the medical gas industry, weighed 
against the m inimal patient protection value that it will have on reducing medication errors 
involving medical gases. 

The CGA and GAWDA appreciate the opportunity to comment on this proposed rule. If there are 
any questions regarding this request for exemption, please do not hesitate to contact Carl 
Johnson at CGA via e-mail at cjohnson@cganet.com, or via phone at 703-788-2712. We will 
contact the FDA shortly to verify this correspondence has been received. 

Thank you for your consideration. 

Executive Director 
Gases and Welding Distributors Association 

cc: David Horowitz, Director, Office of Compliance, Center for Drug Evaluation and Research, FDA 


