
Air Products Healthcare 
101 West E lm Street, Suite 210 
Conshohocken, PA  19428 

Tel 888-243-3456 
Tel 484-530%8& 
Fax 484-53ti~O&8 

Via FedEx 

October 6th 2003 t 

Dockets Management Branch (WFA-30s) ’ ” I_ 
Food and Drug Administration 
5630 Fishers Lane 
Room 1061 
Rockville, MD 20852 

Re: Docket No. OON-1484 
Safety Reporting Requifements for, Htirhari Diug’and Biological 
Products 

Dear Sir or Madam: 

Air Products Healthcare provides the ft5liowirig &&im’e’ti~~“r&;tkh t&‘th& brop&ed ru,e, “Safety Reporting Reqtiirements fbi Huhah. Diug and’~iijlb~~~~-~~~~~~~~,,,~ ” 

Docket No. OON-1484, appearing in the Federaf Register on March la,’ 2003; pages 
12406 through 12497. 

Air Products Healthcare, a wholly-owned subsidi&y of Air~‘P’rCjcftidt$ l’hc:, ~rc%idG’$ “ 
comprehensive home health&e services, ititiluiding’res$irtitory car’& services, 
home medical equipment, reh&bilittitibri -and tis@ tiGe technolbgy, and’ itifusibti therapy sewices to Over 100,0DO~-Mai~~reand~dtli’er~g8~e~~ment ariyprivate 

,__. ,‘.I ,,)_,) payers, beneficiaries, Our 5ci ‘,bcafi~~~~‘cbve~ng,~~~liii7~~,~’~~e “HQw England, 

Northeast and M id-Atlantic regions, provide rn@ IicGl gases to respiratory patients at 
their residences. We, therefore, lim it our comm@s to the impact this rule has on 
our manufacturing of medical gases classified as drigs, &yg&-t, USP, and 
specifically to the changes proposed to 21 CFR’~3”‘YO.5051 ‘” 

I 

Every day, we supply medical oxygen to thousatibs bf pz$i~fil% in’th~~ho~e~ettii7g.“’ I 
Annually, several thousand pafi&t d&ths otictir 25 ithe resijlt’of’ the% pt-itiati 
disease process. As discussed‘in this ‘Igt;tfef, iYth& tG?et%i& tin proposed, home 
care medical gas manufacturers, such as Air’Prbduc$s ‘Healthcare, rnai be required 
to generate a report on each one of those deatl-@ . This tibuld result inn ‘&n 
insurmountable negative financial impact for medical $15 hItitiii’fa&~e&. Incltidinig ’ 
medical oxygen in this ruling would be df no benefit to the medical community and 
home medical oxygen users. 

Accredited by JCAHO 
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W e  be l ieve  th a t inc lud ing  med ica l  oxygen  in’t~ ii!‘p ioposed’ru le’wou ld”~ o t f% ii’th e  
in tended  sa fe ty ru le  ob jec tive o f repdr tin g  ndx ious  a n d  un in te n d e d  responses  to  d rug  the rapy . ‘F r o m  ou r  r e $ 6 w  d f f~ ~ ,stud ies’e ~ ~ d l’iri~ ~ ~  ~ ~ d ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ r n d ti~ e  

(pages  1 2 4 7 0  th r o u g h  1 2 4 7 1 , a n d  o thers  wi th in th e  d o c u m e n t), m e d i & “gas  
m a n u fac turers  we re  n o t inc luded  in  th e  p r imary  financ ia l  d a ta  es tim tites  p rov ided . 
Ensu r i ng  th a t med ica l  gas’m a n u fac turers  a re *exemp t from ’ce& in  aspec ts o f th is  
ru l ing  is p a r a m o u n t to  ou r  indus try. A s stated prev iously ,  th is  rule,  as  p roposed , 
wou ld  p o te n tia l ly  c rea te  a  financ ia l .  b u r d e n  a n d  ‘hardsh ip . 

W h i le w e  unders ta n d  a n d  app laud  th e  n e e d  fo r  g loba l  ha rmon i za tio n , a n d  w e  a re  
conv inced  th a t incorpora tin g  th e  r e c o m m e n d a tions  d e ta i ied’iri”2 ti~ ~ “~ ~ ~ ~ ~ ~ ~ ~ .~ ~ ~ . -  ‘. I 
p roposed  changes  to  2 1  C F R ’3 1 0 1 3 0 5  -wi l l  e n h a n c e  th e  qual i ty  a n d ‘e ffec t iveness o f 
th e  submiss ions  a n d  ana lyses  o f these  sa fe ty r epo t-& the reby  improv ing  p a tie n t 
sa fe ty. 

W e  p ropose  th a t th e  agency : 

1 . E x e m p t from  th e  clar i f icat ion o f th e  d e fin i t ion o f a  S A D R , s i tuat ions w h e r e  
med ica l  oxygen  is “unl ike ly  re la ted” to  th a t S A D R ’or  S A R . 

O n  p a g e  1 2 4 1 7  o f th e  Federa l  Reg is te r -No tice, gu idance  i&p rov ided  on - th e  
d e fin i t ion o f a  S A D R . W e - fee l  th a t inc lud ing”~ h d s e ~ i n c ~ ~ e n ~ ~  *where  th e  
“re la t ionsh ip  c a n n o t b e  ru led  o u t” m a y  cause  ex tens ive  repor tin g  w h e n  persons  
d o  n o t have  a  S A D R  th a t is “caused” by  med i ca f’oxygen : P a tie n ts’prescr i‘b e d  
s u p p l e m e n ta l  med ica l  oxygen  have  s o m e  type o f s igni f icant d i sease  process  o r  
abno rma l i ty. Med ica l  oxygen  is typical ly a n d  ex tens ive ly  used’as  a n  ad junc t to  
th e  p r imary  p rescr ibed  d rug  the rapy . .’ ’ 

Inc lud ing  s u p p l e m e n ta l  oxygen  the rapy  in  th ’e  agency’s requ i red  S A D R  repor tin g  
wou ld  b e  non -p roduc tive a n d  wou ld  ‘c rea te  a n  ex t raord inary  a m o u n t o f 
d o c u m e n ta tio n  wi th n o  b e n e fit. In  add i tio n , if a  p a tie n t exp i res  o r  exper iences  a  
med ica l  d e ter iorat ion requ i r ing  med ica l~ in tei i jent~ o n  from  h is  o r  tie r  under l y ing  
d isease  process  (wh i le  us ing  med ica l  oxygen) , th is  wou ld  resul t  in  ‘i i i c reased~’ 
a n d  unnecessary  submiss ions  o f comp lex  repor ts. 

2 . E x e m p t med ica l  oxygen  fro’m  th e  exped i te d  repor t (1  s -day  alert)  r equ i r emen t 
speci f ied in  th e  p roposed  rule,  if th e  agency  ~ d o e s  n o t a g r e e  wi th m o d i fy ing its 
gu id  a n te  to w a r d  “unl ively.  re I~ te d ”inc iae i”‘iri i ium b e i  i j ;ne a b o v e .’ 

W e  reques t th a t th e  agency  e x e m p t med ica l  oxygen  from  th e  1 5 d a y  alert  
r equ i r emen t w h e r e  inc idents o f acu te  respi ratbry’fa i l u re~~ave  occur red , &we l l  
as  th e  o the r  l isted cond i tions . Th is  reques t G o u ld’ on ly  b e  requ i red  if th e  agency  
does  n o t a g r e e  wi th m o d i fy ing its gu idance  regard ing  “unl ike ly  re la ted” incidents,  
as  w e  descr ibed  in  ite m  # I a b o v e . 
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For example, if a patient would experience acute respiratory failure while using 
medical oxygen, this occurrence would result in the need for our company to 
perform Expedited Reporting (1 !%fay”alertJ.“‘As the guidance currently states 
that the “relationship cannot be ruled outj”we (as ttiemedical oxygen filler) may 
need to complete the 15day expedited report. Although a”SADR associated _, //. _ ..~, 
with “acute respiratory failure” may‘be themostob%ous exampie;most ” 
conditions listed in the ‘F~deral”Regi~t;ter’~~t~~~ would afso’include the adjunct .,a” ,, _., x_jl II 1” \. ,,._ “*” I,. -*%>,, I”“,,../,(. 
use of medical oxygen. This means that all SADRs could thousands of 
unnecessary expedited reports associated with the use of medica! oxygen. 

This ruling would make compliance with the’timeframe of fifteen days extremely . a , , /,I ,__“, + .+..-ji,, .a._?, I%“. n(.,,‘,- -; ‘“.“bi I.,. ,,A, /“&,I1xl ,- ^l/_l I) 
difficult, if not impossible. As a ‘medical gas manufacturerlfr!Jler,we woutd need, 
to have,access to each patient’s medical records from ‘appIicabl‘e~e%hc%e’ ‘I”* “’ 
facilities, the patient’s physician a‘nd;lor other enfities’i~~~12hdaie16ro\iiderl; 
coroner, etc.). Access to’the records would notbe permitted wit.hout appropriate ., i . 
written consent from the patient or his/tier power‘of attorney. 

3. Expand the definition of a ‘%ontact~person”~tb; include other medical.healthcare professionals besides physicig~~,q, afibtiifig tEei&* i~~~ia;~i~t;i’6~~‘~~~~~iisi~ie 

for the content of post-marketing safety reports submitted to” the FDA. 

We, like other medical gas manufacturers/fil.jers, do not typically have licensed 
physicians on staff or o,n contract.’ We do:have healthcare professionals,‘such 
as nurses, respiratory care practitioners, etc. avaiiable on staff or via contract. 
The process of manufacturing and distributing medical oxygen does not require 
the oversight of a physician. 

We propose that the agency permit a company representative (healthcare 
professional) to be responsible for the content of post-marketing safeiy‘reports _,~” ,..-*‘.b* >, 
submitted to the FDA. To require firms like ours to hire physrcran~s’for tho’sole 
purpose of meeting the requirements of this proposed’ rule, if it is even possible 
to locate a physician willing to accept such’s position; would cause undue 
financial hardship, with no increased patient‘safefy’achieved’.. _ 

““b.. , > 

4. Exempt DMEPOS companies like Air -Products Healthcare, who.fill medical 
oxygen containers, from using MedDRA to code safety reports even when 
medical oxygen usage may be indicated as b SADR or SAR. 

We propose that the agency exempt all home healthcare providers who fill 
medical oxygen “containers from the use of MedDRA. Inthe unl’ikely’event that ” 
medical oxygen is determined to be the cause of a SADR or SAR~the use of MedDRA in our indust~ w.uid,,fidi’6e edd~~~icail~~~;sisib~e.. *. .*’ I . . . 
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T h e  financ ia l  impac t wou ld  b e  signif/& a n t’if ou r  e x e m p tio n  reques ts a re  n o t 
g ran te d . C o n trary to  th e  overa l l  goa l  o f tii% ~  to  stem  th e  i n&ased  cost o f ,-r.*,-,j,.,*<  ,*,‘a  ,-:_  I_  . ,. hea l thca re  in  th e  Un i te d  S ta tes ; fig  rcl&  ,~ ii i’,~ g r i i ~ ~ ~ a i 7 ~ i ’~ ,a l ~  Tg ffie  cost fo r  
m a n u fac tu r ing  a n d  distr ibut ing O xygen , osp I Useis,.~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ;,~ ~ ~ ~ ~ ,a ‘, .1 ”, x -. 

: *__  /F/ “... ; .:.,,ir- : I’ ;. “y :“. ..“h  ,:& ^ ’ ,!:, 
hea l thca re  inst i tut ions and -  p a tie n ts,~wou i i j .~ ~ ~ e ive’Ilttle  o r  n o  b e n e fit fro’m th e  
unnecessary  repor tin g . 

< ‘,,* L<, i i  .‘-,:i* . .~ i(  ” jjl.,., s...~irirl,.:;“;P -:; -r i ;  ‘i, z -~ -s .  “. I (” . O u r  r e v i e w  o f  t h e  s tud ies  c i ~~~ i’n ~ . ~ ~ ~ ~ ~ ~ ~ i ~ ~ ~ ~ ~ ~ ~ ~ ‘~ ~ ~ ~ ~ e  r e v e a , s  tha t  m e d , c a l  - ~  ) 8  

gas  fi l lers, espec ia l ly  those  m a n u fac tu r ing  med ica l  oxygen  used  to  treat p a tie n ts in  
the i r  res idences,  we re  n o t inc luded  in  th e  p r imary  d a ta  e M n a t&  p rov ided  in  th is  
d o c u m e n t. W e  d o  n o t be l ieve  th a t th e  agency  in tended  to  ‘i n& i&  ou r  indus try, as  
th e  ru le  does  n o t address  th e  un iqueness  o f’o u ‘r o p e r a tions : 

W e  have  d o c u m e n te d  ou r  issues in  th e  a b o v e  response  wi th th e  unde rs tand ing  th a t 
th e  agency’s intent ion was  to  n o t inc lude  m & $ & a l gas  m a n u fac turers.  Ensu r i ng  th a t 
med ica l  gas  m a n u fac turers,  such  as  A ir P r o d & $  Hea l ihcare , a re  n o t inc luded  in  
th is  ru l ing  is ex trem e ly impo r ta n t. 

If th e  agency  does  n o t concur  wi th ou r  reaso in ing  p resen te d , tih /ch,,requests 
e x e m p tio n  from  cer ta in c i ted sect ions o f th e  p roposed  rule;‘w e  strongly u rge  th e  
agency  to  m e e t wi th th e  A m e r i c a n  A ssoc!at j”o n , ~ o r ,% $ ie& re  pr ior  to  issu ing a - fina i  
ru le.  T h e  pu rpose  o f th e  m e e tin g  wou ld  b e  to  d tscuss th e  impac t o f th is  regu la tio n  
u p o n  ou r  indus try, a n d  to  fu r the r  d , iscuss th e ‘m inim a l p o te n fia l’hea i tti ‘b e n e fitto ’th e  “. 
p a tie n t, if any , th a t th is  p roposed  regu la tio n  ̂ w o u Id  ‘have .o n  th e  sa fe  a d m i n ‘istrat ion ‘- 
o f med ica l  gases . 

W e  apprec ia te  th e  o p p o r tun i ty to  c o m m e n t o n  th is  p roposed  rule.  If the re’are  any  ques tions  regard ing  th e  reques t fd r  e x e ~ ~ p tii;n ;‘~ j e ~ ,~ ~ ~ ~ ii~ t~ ~ ~ t~ te ,~ ~ ~ ~ b ;co~ ~ ~ c t m e  

a t I -888-243-3456 ,‘ex t. 2 2 6  ’ ~  : 
e l  ,- . I. r  ,_ ,._ L  . . ./ 

Thank  you  fo r  your  cons idera tio n . 

P r e s i d e n t  a n d  Ch ie f  E x e c u t i + b  C i f i ieer  I, ” ’ ’ . ‘. ’ ‘.- 

A ir P roduc ts Hea l thca re  

cc: Nit in P a tel, Ch ie f P rocu remen t a n d  Cl ient  Serv ides  O fficer M indy  E b e r h a r t, Co rpo ra te .Director o f R e g u l ~ tij-~ -8 ;‘Cl inical .‘14 i fa i rs  ’ 

S te p h e n  S . Fer ra ra , E squ i re  -  L a w  ‘D e p a r tm e n t, A ir P roduc ts’ ywn .***,i”& ,rrsr*^,, *.,*.-*j, . + . \ ,:>  I/ 9 , d - I--*xi P  ,I “*, a ^  ) i  “S  ~  U .-w. / .i:.* .,i Debb ie  T h o m a s , D i re~ toi.~ ~ ^ F ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ,,ance  a n d  zs~ .~ ,~ ~ ,~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ -’ 

Chemica ls , Inc . 


