
AMERICAN 

HOMECARE 

Supporting Quality Health Care Services at Home 

Via FedEx, and via fax (301) 827-6070 

June lo,2003 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, 
Room 1061 
Rockville, MD 20852 

Re: Docket No. 02N-0204 
Bar Code Label Requirements for Human Drug Products and Blood 

Dear Sir or Madam: 

The American Association for Homecare (AAHomecare) provides the following comments as they 
relate to the proposed rule, “Bar Code Label Requirements for Human Drug Products and Blood”, 
Docket 02N-0204, appearing in the Federal Register on March 14, 2003 at pages 12500 through 
12534. In response to question 8 on page 12529 in the Federal Register notice, AAHomecare, 
proposes the agency exempt medical gases classified as drugs (as a class of products) from the 
proposed rule (21CFR 9201.25 “Bar code label requirements”). 

AAHomecare represents 3,000 health care providers, manufacturers and suppliers who furnish 
home health services, rehab and assistive technologies, and durable medical equipment, 
prosthetics, orthotics, and supplies (DMEPOS) to millions of Medicare and other government 
and private payors’ beneficiaries. A significant percentage of our members provide medical 
gases to respiratory care patients at their residences. AAHomecare, therefore, limits its 
comments to medical gases classified as drugs. 

In the Federal Register Notice for the proposed rule, the “Summary” (page 12500) states that bar 
coding will reduce medication errors, “by allowing healthcare professionals to use bar code 
scanning equipment to verify that the right drug (in the right dose and right route of 
administration) is being given to the right patient at the right time.” As detailed in this letter, we 
believe medical gases warrant an exemption, given: 

a) 
b) 

medical gases are uniquely packaged and used, 
bar coding medical gases will not reduce the number of medication errors in the 
homecare setting, in hospitals, and other health care settings, and 
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c) bar coding medical gases will not assist home healthcare professionals with assuring 
the aforementioned five “rights”. 

AAHomecare welcomes the opportunity to engage in further dialogue on this subject with the 
FDA. 

Overview of Medical Gases Packaging and Their Use in Healthcare Settings 

Most medical gases are classified as prescription drugs (i.e., Oxygen USP, Nitrogen NF, Medical 
Air USP, Nitrous Oxide USP, Carbon Dioxide USP, and Helium USP as well as some mixtures 
of these gases). In emergency situations and when administered by properly trained personnel, 
Oxygen USP may be administered without a prescription. 

Medical gases, particularly oxygen, are administered in various settings. These settings include 
normal day to day environment where homecare patients self administer, institutional settings 
where ambulatory patients self administer (filling their own portable liquid units), and 
institutional settings where nurses and respiratory therapists administer medical gases. 

Home respiratory care patients may obtain their oxygen via various modalities, including: 

a) large stationary or small portable high-pressure cylinders, 
b) stationary and portable liquid vessels (with proprietary connections), or 
c) directly via oxygen concentrators (medical devices that do not require bar coding), or 
d) indirectly via oxygen cylinders filled by concentrators designed to fill cylinders with 

Oxygen 93%, USP by patients in their homes. Neither the concentrator, nor the cylinder, 
would require a bar code under the proposed rule. 

In hospitals, clinics or other institutional settings medical gases are typically administered via 
piping systems, supplied by bulk storage tanks, large cryogenic vessels, and/or high pressure 
cylinders, that are connected in remote areas, away from the pharmacy and patient use areas. 
Although homecare companies typically do not supply bulk oxygen into storage tanks, some 
companies may supply smaller institutions with large cryogenic vessels connected to a manifold 
and piped throughout the facility. The piping will end in the patient use area with a labeled and 
gas-specific wall outlet. Medical gases may also be administered in these environments via 
small (but still very large in comparison to unit dose packages) high-pressure cylinders or liquid 
containers. Medical gas container connections are also gas/gas property specific. 

Physicians, dentists, and those involved in first aid/emergency care are also supplied with 
medical gases in labeled and color-coded high-pressure cylinders with gas-specific connections. 

In contrast to typical pharmaceutical packages, produced by a limited number of manufacturers or 
repackagers with nationwide or regional distribution, medical gases are produced by a very large 
number of manufacturers/fillers, each with relatively limited geographical distribution. Due to the 
modality of the gas provided, and the patient-population served, medical gas manufacturers and 
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distributors often have significant overlap within limited geographical areas. An NDC labeler code 
search on the trade name “OXYGEN” yields well over a thousand NDC labeler codes, with a 
multitude of product and package codes. A similar search on “IBUPROFEN” yields less than 
175 NDC labeler codes. Most medical gas manufacturers and private label distributors provide 
medical gases in two different modalities requiring two different NDC labeler codes for the same 
“gas” (due to differences in the safe handling and storage directions on the container label). For 
example, Oxygen USP may be provided in gaseous form in high pressure compressed gas 
cylinders with one label (and NDC code) and in cryogenic liquid form in cryogenic containers 
with a different label (and different NDC code) even though the Oxygen gas inhaled by the 
patient meets the same USP specifications. AAHomecare questions the ability for hospitals and 
other health care entities to maintain a database that may require multiple thousands of NDC 
labeler and product code combinations just for medical gases and the software that will allow 
several NDC codes (that include company, product, and package code information) to be 
“scanned” for the same drug. 

Home healthcare f%-rns that provide Oxygen to patients at their residences would fall under this 
proposed rule, as they are not exempt from the establishment registration and listing 
requirements (per section 510(g)(l) of the Act). Filling liquid oxygen containers at a patient’s 
residence, even though conducted in a retail capacity, is considered a “manufacturing” activity. 
The rationale provided by the agency for omitting prescription drug samples from the proposed 
bar code requirement, “because patients would not have or be inclined to buy bar code scanners 
for their own use in the immediate future”, should also apply to oxygen supplied to patients at 
their residence. Patients utilizing an oxygen concentrator (a device not requiring bar code) in 
their home, utilize high-pressure cylinders (drug product containers subject to the proposed rule) 
as their back-up source in case of power failure. Even though the oxygen strength differs 
between the output of a concentrator and that provided in the cylinder, the gases are 
therapeutically equivalent. One product would require a bar code and the other would not. Bar 
coding medical gases will not assist in preventing medication errors in the home as further 
discussed below with respect to the five “rights”. 

Why an NDC Labeler Code Bar Code on Medical Gases Will Not Assure “Right Drug” 
Right 

Bar coding drug medical gas package labels (high pressure cylinders or cryogenic vessels) is 
unlikely to prevent “wrong drug” medication errors. When the relatively few medical gas mix- 
ups have occurred at healthcare facilities, existing safety systems were compromised. Either the 
medical gas manufacturer or the person installing the container on the utilization or distribution 
equipment, compromised the safety systems by removing, changing, or modifying the gas 
property-specific connection(s) on the gas container or gas utilization equipment, or by using 
cross product adapters. Current regulations and regulatory initiatives address the issues that have 
resulted in medical gas mix-ups. 

Medical oxygen, in almost all instances, is the only medical gas prescribed for use in the home, 
therefore no other medical gases are available to the patient. Even if a patient had more than one 
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med ica l  g a s  ( a n d  h a d  a  scanner )  th e  inheren t  safety sys tems (di f ferent label ,  c o n n e c tio n , a n d  
co lor  code )  w o u l d  n e e d  to  b e  c i r cumvented  in  o rde r  to  h a v e  a  m ix-up a t th e  p a tie n t’s h o m e . 

W h y  a n  N D C  L a b e l e r  C o d e  B a r  C o d e  o n  Med ica l  G a s e s  W ill N o t Assu re  ‘Right  D o s e ” 
Right  

W h i le ba r  c o d i n g  uni t  d o s e  p a c k a g i n g  m a y  assist  wi th th e  “r ight  d o s e ” a s p e c t o f m a n y  t radi t ional  
p h a r m a c e u ticals, med ica l  g a s e s  a re  n o t p r o d u c e d  in  uni t  d o s e  p a c k a g e s  no r  c a n  th e  labe l ing  
ind ica te  th e  n u m b e r  o f “d o s e s ” the re in  c o n ta i n e d . B a r  c o d i n g  labe ls  o n  med ica l  g a s  c o n ta iners  
w o u l d  th e r e fo re  n o t assist  wi th th e  “r ight  d o s e ” r ight  fo r  med ica l  g a s e s . H igh-p ressure  cy l inders  
c o n ta in  f rom less th a n  o n e  h u n d r e d  u p  to  severa l  th o u s a n d  l i ters o f g a s . L iqu id  c o n ta iners  a re  
c a p a b l e  o f ho ld ing  s igni f icant ly  m o r e  ( h u n d r e d s  o f th o u s a n d s ) . C o n ta iner  s ize o r  n e t c o n te n ts 
h a v e  n o  b e a r i n g  o n  d o s e . “D o s e s ” p resc r ibed  by  a  phys ic ian  fo r  a  p a tie n t in  a  h e a l thca re  facil i ty, 
o r  a t a  p a tie n t’s res idence,  a re  c o n tro l led by  a  pressure- regu la tor /gas  flo w  m e ter  (med ica l  
dev ice) ,  typical ly p rov id ing  f rom less th a n  1  l i ter pe r  m inute  to  u p  to  1 0  l i ters pe r  m inute.  A  
phys ic ian  w o u l d  n o t p rescr ibe  “o n e  cy l inder” o f o x y g e n . R a the r  a  phys ic ian  w o u l d  p rescr ibe  a  
speci f ic  flo w  rate fo r  a  speci f ic  d u r a tio n  o f tim e  (e.g., 2  l i ters/m inute  fo r  2 4  hou rs  pe r  day) .  

W h y  a n  N D C  L a b e l e r  C o d e  B a r  C o d e  o n  Med ica l  G a s e s  W ill N o t Assu re  “Right  P a tie n t” 
Right  

Un l i ke  in  inst i tut ional  sett ings, h o m e c a r e  serv ices a re  p rov ided  a t th e  p a tie n t’s h o m e  w h e r e  
c o m p u ters  w o u l d  n o t b e  read i ly  ava i lab le  to  i m m e d i a te ly  c o n firm  th e  p a tie n t’s i d e n tity v ia  ba r  
c o d e . H o m e c a r e  p a tie n ts d o  n o t w e a r  i d e n ti f icat ion wr is tbands  th a t a re  c o m m o n l y  fo u n d  in  th e  
a c u te  a n d  sub-acu te  ca re  sett ing. H o w e v e r , th e r e  current ly  a re  p a tie n t- ident i f iers inheren t  to  th e  
h o m e c a r e  set t ing th a t assure  “r ight  p a tie n t” such  as,  a  de l ivery  t icket th a t w o u l d  inc lude  a  u n i q u e  
add ress  a n d  p a tie n t i d e n ti f icat ion n u m b e r , a n d  p rov ider  fami l iar i ty  wi th th e  h o m e c a r e  p a tie n t. 

W h y  a n  N D C  L a b e l e r  C o d e  B a r  C o d e  o n  Med ica l  G a s e s  W ill N o t Assu re  “Right  R o u te  o f 
A d m inistrat ion” Right  

A s i d e  f rom th e  u s e  o f s o m e  c ryogen ic  l iqu ids  in  surg ica l  app l ica t ions  a n d  lab  u s e  (where  a g a i n  
th e  c o n ta iners  u ti l ize u n i q u e  fittin g s  to  p r e v e n t m ix-ups),  med ica l  g a s e s  h a v e  on ly  o n e  rou te  o f 
admin is t ra t ion  - inha la t ion.  Bas ic  t ra in ing o f med ica l  staff a n d  e d u c a tio n  o f h o m e c a r e  p a tie n ts 
assure  med ica l  g a s e s  a re  admin is te red  v ia  th e  p rope r  rou te  o f admin is t ra t ion.  Med ica l  g a s e s  a re  
admin is te red  by  inha la t ion  v ia  nasa l  c a n n u l a , m a s k , e n d o t rachea l  o r  t racheos tomy tu b e . It is 
unnecessa ry  to  re ly  o n  a  b a r - c o d e d  labe l  o n  a  cy l inder  o r  c o n ta iner  to  assure  th e  med ica l  g a s e s  
“r ight  rou te  o f admin is t ra t ion”. 

W h y  a n  N D C  L a b e l e r  C o d e  B a r  C o d e  o n  Med ica l  G a s e s  W ill N o t Assu re  “Right  T ime” 
Right  

Un l i ke  t radi t ional  p h a r m a c e u ticals d i s p e n s e d  a t cer ta in  intervals,  “r ight  tim e ” m e d i c a tio n  
admin is t ra t ion  er rors  (e.g., fa i l ing  to  p rov ide  th e  d r u g  a t th e  r ight  tim e  or  p rov id ing  it a t m u l tip le  
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times )  d o  n o t app l y  to  med ica l  g a s e s . Med ica l  o x y g e n  in  th e  h o m e  care  set t ing is u s e d  fo r  th e  
d u r a tio n  p resc r ibed  by  th e  phys ic ian  (e.g., 2 4  hou rs  pe r  d a y , n o c turnal ,  du r i ng  exerc ise,  e tc.). 

F r o m  ou r  rev iew o f th e  s tud ies  c i ted in  th e  Federa l  Reg is ter  n o tice, it is ev iden t  th a t med ica l  
g a s e s  w e r e  n o t i nc luded  in  th e  m e d i c a tio n  er ror  d a ta  (pe rhaps  b e c a u s e  th e r e  h a v e  b e e n  very  fe w  
med ica l  g a s  m e d i c a tio n  er rors  w h e n  c o m p a r e d  to  o the r  p h a r m a c e u tical m e d i c a tio n  errors).  It 
a l so  a p p e a r s  med ica l  g a s e s  w e r e  n o t i nc luded  in  th e  e c o n o m i c  i m p a c t d a ta  p r e s e n te d . B a s e d  o n  
d iscuss ions  wi th a g e n c y  personne l ,  ou r  u n d e r s ta n d i n g  is th a t over  fifty p e r c e n t o f a l l  d r u g  
m a n u facturers  reg is tered wi th th e  a g e n c y  a re  med ica l  g a s  firm s , a n d  m a n y  o f th o s e  w o u l d  b e  
c lassi f ied as  smal l  bus iness .  T h e  financ ia l  i m p a c t o f th is  ru le  o n  th e s e  firm s  as  wel l  as  la rger  
reg iona l  a n d  n a tio n w i d e  firm s  w o u l d  b e  very  s igni f icant  if a n  e x e m p tio n  fo r  th is  c lass o f 
p r o d u c ts is n o t g r a n te d . C o n trary to  th e  overa l l  g o a l  o f t ry ing to  s tem th e  inc reased  cost  o f 
h e a l thca re  in  th e  Un i ted  S ta tes,  th is  ru le  wi l l  s igni f icant ly  a d d  cost  to  th e  m a n u facture,  
d istr ibut ion,  a n d  e v e n  users  (hea l thcare  inst i tut ions a n d  p a tie n ts) o f med ica l  g a s e s  wi th m in imal ,  
o r  n o , b e n e fit. 

A A H o m e c a r e  firm ly be l ieves  th e  a r g u m e n ts it h a s  p u t for th  p rov ide  a d e q u a te  ra t iona le  fo r  th e  
a g e n c y  to  e x e m p t med ica l  g a s e s  f rom th e  r e q u i r e m e n ts o f p r o p o s e d  2 1  C F R  2 0 1 .2 5 . If th e  
a g e n c y  d o e s  n o t concur  wi th ou r  r e q u e s t to  e x e m p t med ica l  g a s e s  f rom th e  rule,  w e  s t rongly  
r e c o m m e n d  th a t pr ior  to  pub l i sh ing  th is  as  a  fina l  ru le,  th e  a g e n c y  m e e t wi th th e  A m e r i c a n  
Assoc ia t ion  fo r  H o m e c a r e . T h e  p u r p o s e  o f a  m e e tin g  w o u l d  b e  to  d iscuss  th e  d e g r e e  th is  
regu la t ion  wi l l  i m p a c t th is  indust ry  a n d  m o r e  impor tant ly  fur ther  d iscuss  th e  m in ima l  p o te n tia l  
h e a l th  b e n e fit, if a n y , th a t th is  regu la t ion  wi l l  h a v e  o n  th e  admin is t ra t ion  o f med ica l  g a s e s . 

A A H o m e c a r e  apprec ia tes  th e  o p p o r tuni ty  to  c o m m e n t o n  th is  p r o p o s e d  rule.  If th e r e  a re  a n y  
q u e s tio n s  rega rd ing  th e  r e q u e s t fo r  e x e m p tio n , p l e a s e  d o  n o t hes i ta te  to  c o n tact  K a y  C o x , 
P res ident ,  A A H o m e c a r e , v ia  e -ma i l  a t kayc@ a a h o m e c a r e .com, o r  v ia  p h o n e  a t (703)  8 3 6 - 6 2 6 3 . 
W e  wi l l  c o n tact  y o u  o n  J u n e  1 1 , 2 0 0 3  to  veri fy your  receip t  o f th is  letter a n d  to  d iscuss  w h e n  a  
m e e tin g , if necessary ,  cou ld  b e  s c h e d u l e d . T h a n k  y o u  fo r  your  cons idera t ion .  

S incerely ,  

X %  cex  
K a y  C o x  
P res ident  a n d  Chie f  E x e c u tive O fficer 
A m e r i c a n  Assoc ia t ion  fo r  H o m e c a r e  


