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Dockets Man.$gement Branch (H.FA~305) 
Food an.d Drug Admini.sl~ation 
5630 Fi.shers LanE, Roam 10~1 
Rocl~v'ille, MD 20852 

Re: Docket No. 20U5N-OA~03: Requarements for Foreign and Aomesti.c 

E~tablisb.ment Registration and Listi~g for Hu.man D~-ugs, including Dru~s 

that are Regulated Under a Biologics License Appl.ieatio~a, and Animal Drugs 

Dear Sir o.r Madarrt : 

The Amcnca~n. ~ssociation foz Homecare (AAHomecare) offcrs t~e fo.llowi,z~,~ com.xr~ents oi~. 

th.e Food and Drug fLdministratio~n."s (FDA) Au~ust 29, 2006, proposcd n~1e on 

"rtequi.t'errients,fo~' F'oreagn ar~d Domestic Lsrablishment Regist~ation a~~d T isti~rg fo~~ 

Hurnan Drr.tgs, including Dr't~gs that are .l~egulated Under a .$iologies Iricense 

A,~plication, a.n.d Animal brugs, " Docket Nv. 2005N-0403 . Our commcnts ar~ specific to 

the proposed amcndanents to 21 CFR Parts 201 and 207 ium.pacCing o~r ~nembears' m.cdicaJ. 

oxygen, Operation.S . 

AAHomecare mEmbe~r.s include p,ro~iders an.d ma.nu,f,acturcrs o,f, m~dica~ oxy~en 

~quipme»t and thera~py, rel~ab and a.sai.stive technol.ogies, i.nhalation drug i:hcra.ny, home 

infi~sion therapy, and other d,urable equipment, thcrap .i .es, services, an.d supplies p.rovided 

to patients in thei,r hames. Our membership rcflects a broa.d. crass-scetion of i:he hvmecarc 

community, includ.iz~.g n.al:ional., regi.onal, and local pa-oviders and suppliers operatin~ 

appraxirnately 4,000 locmtidns rangin,g across al.l 50 states i.n the U.S. A signi.ficant 
~ercentage of these locati.ons provi.dc medi.cal gases, primarily oxygen (classi fi~d as a 

prescri.ption phaxtn,accuticat), to respiratory care pati.ents at thei.r. .residences . 
AAHomecare wi111imit ats comments to ih.ose issues that impact our members' 
registrati.on and listing acti.vities as vve~..l as tk,e ~atients ttaey serve. 

AA,i..iom.~c~rc supports thc FDA's goal of improving patient safety and p~rodu.ct 

tracea.bi.l .ity, but we do no1; Uclieve the proposed chan.gcs wil.l acllieve those objectivcs .i.n 

the case of medical oxygen . Our com . .m.ents, therefore, focus on aspects of the p,roposed. 

rule thafi do n.ot proinotc the FDA's ol~jectives ~nd address wh~ we bel,ieve applicati.on of 

certai.t~ ~roposals to 1;he hon~ecare indust. .ry i.s n.ot justi .fi.ed . 
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Commenta,r o~ A enc Ob"ectives : 

The FDA briefily idelltifies its cnncerns wi.th. current registration and lista.ng requi.rc.manis 

and addresses the object~ives of'the propased, regulati.on in. the preambl.e to the proposed. 

rule . 

" Enhanct'ng timeliness through an ~lcctronic sys~cm. 

A.AHomecare agrees lhat all.owing cozn.plnies to submit in.formati.on. elect.ronically wi .l.l 

hel.p ensure th,e timely updating o.f im.portant regi.st~rati .on and li.si;ing i.nforrnatii.on._ Th.e 

T~DA histo.rically provi.ded medic~l oxygcn frms with a. "Compliance Report" identif.yirig 

th.e fixm's registercd si.les a.l.oiig watll the madical. oxygez~ listing inform.ation . Otu 

members, if they made cortections and suUmitted th.e cl~anges to th .c Agency, a~:en found 

that tuc next Compliance Report provided by the ~lgen.cy did. .not .rEflect tlte ch.anges 

inade. A1lowing firms to electronically upda~e inf.or,m.ation, with app~'opriate controls, 

should l~elp alleviate t.h .is probletn . We are concerned, l~owever, that t,he improvement in 

timing that tl~.e proposed rul.e potentially o.f£ers may in som.e cases be lost if, as stated at 

~11e Decembe.r 11, 2006, publi.c mccting, some upd.ates wi11 be subjcct to manual, rteview. 

We rcquest clari.f cal:ion as to wh.en. FDA rnay subject u.ndates to m.ayZU~1 review . We 

raise additional concerns related to the p.roposed electronic systern., the ti.~meliness o~f 

obtaining NDC numbers in response to clcctt-onic requests, aaid i;h .0 submission. of 

medical oxy~en labels in~ . electron.i.c format {given . the uniqueness af m.edical oxygen. 

labe1s relative to those of tradi.ti.onal p}~annaceuticalsj later in. this l.etter. 

" Prevcntin.g the mi.si,dentification ar~d mista~Cen adr~uni.stra,tion. of drugs 

The ~lgency indicates in the preamble that the proposcd chan.~es (we assu:m.e referri.ng to 

the ck~anges to tbe NDC li.sting system and fh~ rcqu,irement for addi.ng the NDC number 

to drug product labels) will help preven.t th .e misidertii ~catioz~ and mista~~n 
administ.ration o.f drugs. The proposals wi11 r~ot aclucve this objccti.ve with regard to 

medical oxygen. provided to patients at thei .r residcnces . 

.T.n our June 1.0, 2003, response to tlie FDA's proposa~ to add thc bar coded NDC to 
product labcling (Docket No 02N-02(~4), wc in.dicated that addition of tb.as i.nformation to 

a inedica~ ox~+gen label wou.ld not assist in wi~h thc fu.lf llment of the "pai;ient's 5 rights" 
regardin,g administration of m.edica .l oxygen . In the ~1~a1 rulc (21 CFR 201 .25), the FDA 
appeared to ag~ree i.n part wi,th our cor~m.ents, ar~.d exemptcd m,edical gases, in.clud.ing 
oxyger~, fr~1~.1:he bar coding requir,ement. We bel.ievc oxygen should. li.ke~c~vise be exempt 
from the requirement to place the "appropri~tc" humart readable ~TDC numbe.r otZ an 
oxygen. labcl . 

Uilder the proposcd ru.le, becau.sc medi.cal oxygen. container size an.d containez material 

type {an,d possibly al.sd location) would nced to be differentiated on the labe1, (vi.a thc 
NDC), the l.ilcelihood o:f uninte~tion.al technical ~risbrand.ing is si.gni .ft.cantl.y it~e.reased 
due to tbe riumber of substantially similar labcls f.o.r a single product - Qxygcn, USP . 
Whcrc on.e label was sufficienl : .in t~e past, tlte p.roposal would rcquite many more l.abel.s 



(one foz each NDG) . We are collcerned that the ~geney ~rna,y not have 
considered this 

i.mpact in the development of this proposal . 

" Impxoving the quality and safe and effe~tive use of dru.gs 

Thc preatnble, on page 51327, also states that Fl7A a~nticipates ihat 
the p.roposed chan.ges 

wi11 result in. c~ualiiy impzovea~ents tbat vvill. result in "safer and more effectiv~ usage of 

drugs by prov.iding up~~o-date and easily ~ccessiblc relevar~t inf'or~nation" to 
health care 

professioz~als, and "will enh~~ce future uses of technology in the delivery of 
health carc." 

VJe applaud tk~is objective . Nevertlzalcss, its re.~evance to medical oxygen provided to 

patients at their resi.dence, which has for deeades been prove~i. to be e£fieacious without 

"drug interactions" or "unknown contraindications," is questionabl~ . We thus dv not 

believe that the proposed e.l .eci:ronic subm.i.ssions wi11 im.pt'ov~ th.e alrcady safe ayid 

efflca,cious use of mcdi.cal oxygen now or i.n the Future . 

omzrzents oA. the im. act o~the ro osed rul~ and A enc conside.ra~ion o.f tihe medica,l 

o~y~en industry se~znez~t 

Several thousand m~edical gas facili.ti .es, primarily those m.~riufactu.r.ing medi.cal oxygen, 

would be negat.i.v~1y a.f..fected by this proposed nile. AAHomecare does not bcliev~ tha.t 

the effect vn t,he m.edi.cal gases inclusixy or t11e unique circumstances o.f medical gas 

m.anufacturers we.re adequatcly consid.e.red by the FDA in . i .~s analysis of tb.~ economic 

im.pact of khe proposed rule . The FDA ack~nowled.ges ~hat the Or~nge Book m~ay iiot 

provzde an a.ccurate basi.s for an impact an.alysi.s, bu.t nevet'theless cites the Orange ~ook 

to support .i.ts estimate that 666 phazmaccu.tical f rms would be adversel.y affECted. The 

FDA also states tha~ "there is suffici.ent ove.rlap betwa~n maz~u.facture,rs of prodtlcl:s listed 

in the Orange Book and manufacturers of. otheT types of products to provid.e a basis fo.r 

estimati~n,g the indusl:ry sector affected by the proposed ntlc ."' 71 Fed. Reg, a1~. 51328. 

Medical gas ~.rms' pxoducts, b.owaver, are not in.cludad in the Ora.nge Book . The FDA 

indicates t11at it ba~sed its estimatc th.at apprc~xim.atel.y 9,700 domestic sitcs wotild be 

a.ffected by the proposed rule o~. know~edge gained tlirougin. current registration~ and 

listi.ngs . Wc note with interest the si.gn.i~ica,nt variance between tb.e 9,700 dom.estic 

registered establishnner~.ts (indi.cated on nage 51328, 3rd colum.t~,) and the 25,000 active 

establisln.ments (in.dicated on. page 51327, 3'~' co~umn.} when. .r.eferring to the utiliza~ion of 

the 5-digit label.er code . Becausc of. the varyiaig numbers sl:ated . i .n t .h.e p.reambl.e, it i.s 
unclear whether the FDA has taken into account th.e,redical gases i.ndu,stry . 

AA,~i,oraacare stzongly disagxaes with the FDA's statement that the proposed rulc is 
unlikely to have a si.grzificant i.m.pact on a suUst~n.tia.l numbe.r of smal .,l entitics, Over fifty 
percent of the medical oxygen suppl.ied to hom.e respi.ratory care patients i.s provid.ed. by 
ind.ependeni homecare compan.ies, many of which are small businesses . Th.cse small 
entit~es wi11 be sagnif cantly impacted fiyiancially by both the costs of znitial 
iznplemcntation and ongc~ing manu.factur+.ng costs .far labor a.nd 7x~ater.ials . 
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Increased eosts associated with labeling acl~ivities aloyle are 
substantial in light o.f the 

complexity of multiple l.abcls .for the sa.me prc~duct . Costs i.ncurred would. inclu.de tla.e 

fol.l.owing : 

" label repl.acem.e~nt ; 
" smal.ler runs of. multiPle label.s wi.t11 lugk~er pzinting cost per l.abel ; 

. xeceipt, inspection., and release effort and docu.m.en.t~.tion ; 

" storag~ requirem.ents to segre~a.te l abcl types; and 

" develo~m.ant a~nd impleme~tation oFman,ufacturing cantml.s ~o assu.re tk~at labels 

are appl.ied correctly duri.ng eacl~ manifold fal.ling sequcnce. 

Depending on i:hc provisi.ons of the Final rule, tlta cost implicai:i .ons are substanti~l and 

coul.d res~lt in many s~na11 homecare ~'irnn .s leavi.ng the ~n~dieal. oxygen . business . Shbuld 

thi.s occu.r, it would 1im.i .t th~ avai.lability of m.edica~ oxygen in man.y ~rcas of the United . 

States. Such a develapmen.t would be parkicularl.y regrettablc si.nc~ man.y oFtlne propo5ed 

c.h.an~es would. not rcsult in im.pt'oved sa~fety ay~d security in tli~ m.edi .cal oxygen supplY 

chain. 

Tlle impact statement s.h.ould take into ~ccount the fact that the m~dical. gascs industry i.s 

di~ferent from the tradi.tion.al pharmaceutical industry wit~, regasd. to l.abcli~g, tihe use aud. 

r~-use of .refi.ll.able coz~tainers, and the supply ch~.in . 

Coznments an ro osed chan. e to 21. CFR 201 .2 to re uirc the "a ro r~ate" NAC 
l~belcr cod~ to av~ear on~ th~ label 

T~uring the December 11, 200G, public mcctin.g at the FD~1 on. the proposed changes to 21 

C.F.R. 201 and 2o7 related to tlie NDC system, represcntati.ves of the rned,ical gascs 

industty stated tk~ei .r concerns aUout requi.ring th~ NDC labelcr code to appear on tt~e 

label, and once again requested an exempti.on from any requi.remcnt . S~ch an exemption 

would be analogous to the exampti.on o~Ctnedical gases firom bar code requir.erncnts i .n 

seetion 201 .25(b)(1)(i)(D) . Tn tlie absenca of an exemption ., where onl.y one cc~m.pliant 

label is currently required, multiple uyiiquc labels woul.d Ue required for each sizc 

cylzn.der, theoretica.lly d.if.f.erentiated only by on.e or two numbers or possib~y l.etters iza. a 

1.0 or 11-digit NDC . Unlikc most phasmaceuticals, dif~'erent sizes an.d types of conta.i.ners 

can be filled at xhe same ta .m.e on the sarna high. p~essure filli.ng linc, be~ause contaiyter 

si.zc is not "dose specif-.ic" and containcr materia.ls such as alumiz~um and steel. do not 

i.mpacl: product quality an.d safety. 

" NDC num.bEr oz~. a label reflecting comPany vs, registet~d si .tcs 

Based an AAHomecare's .review of th.e preamble to ihe proposetl rule, it appears that th.e 

FDA is not only rccommending t. .hat ati NDC nurnbe.r bc uni,que For cach medical gas in 

cach. packagc s~ze an.d type (e.g., aluminum. cylinders vs . steel cylxn.ders), bu.t al.so th.at the 
nuiriber be unique to a spcciflc Filiin~ location within a coyr.pany . 'Tb.e prcamble stat~s 
that "using a 5-di~t labelcr code, w~ estimate that wc have the capacity f.or NDC 
numbcrs .for up to 100,000 registcred establishments each having up ta 100,000 
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productlpackagc si~e (and assum,ed type) comb.i.na~ions," and furthcr states that FDA 

currcntl .y has "about 25,OOb activE establisllments in. ~ur registration . database, utilizing 

less than half of tt~e ~ve digit labele.r code capac.i.ty." It would appear to us th.at Lhis 

mean.s that the currer .t fve digit labeler code system cou,ld be uscd not only to id.entify a 

company but also to uniqucly id~ntify eacli comp~ny sita, Such. an interp .retati.Qn of the 

nxle woul.d bc highl.y problemati.c for our. ilidust .ry. For exampl.e, a .represen.i :ative 

com.pany curren.tly has o.ne labeler code but mo.ra that 400 rcgi.stered estab~.ishments th~t 

fil.~ m.edica .l oxy~en th.roughout the Uni.ted States . A.t th.e prese~t time, a single unique 

product .label, an~d only one five d.i.gii NDC l.abcler code, is re~uircd for liigh p.ressu~re 

oxygen and liqtud oxygen For al1 locations . 

In response to a public comment at the DecEm.ber 11, 200G, public are~l:ing, the FDA 

stated that it did not iz~tend to r.equire a uni.que labeler code .f.or each registe.red 
establisli.ment. AAHomecar,e received verba~ con.fumati.on 1;o this e.ffect at the close of 

the meeting. We support ~h.is position, and ~'equ.cst tlaat FDA make tlus po1icy cxpl~c.i.i in 

publ.icatio~ o.f a fina~ rule . 

+ NDC z~umber on. a 1abc1 refletting con,tai.ner size and i~ype 

This proposed rcqui.rem.ent is i.nappropriate for medica1 oxyg~n. Under thc p.roposed ru .l.e, 

a single company may require well dve.r one rundred su.bstanYially sim. .i.lar Iabels .for a 

single p.roduct to refl.ect diffe.rent container sizes an.d. tnaterials, even i:hough tlae ix~.edical 
oxygeai in all of the contaizaers is the same and is n.at affcctcd by the containe~- si.ze or 
material . iJnlike tTad.itional pharmaceu~i.cals that contain various quanrities of differen.t 
unit dose strengths, medical gas contafners do not. We cannot id.e~ntify the nu.mber of 
"unit doses" a conta.ine .r liolds because the u.nit dosage is prescribed by the doctor in 
terms of litcrs per mi.nutc along with ciurati.o». Regardin.g duration, the p1~3~sician may 
prescribe that thc patie~~t use ~. medical d~vicc so that the prod.uct as supplicc~ 
cvntinuously, intermittcntly, or on demazad. This proposed label. .requ.iremetlt would tk~.us 
n.ot provide the physician or ~atient with usefv.l prestribi.ng i.nformation . 

Further, tlus p.ropasal may in fact Ue counter-producti.vc with regard to mEdical. oxygen. 
The proposal would. require dii~'crent labels to be affi~ed. to cyl.inders of dz~'erent size or 
materials withi.n. the same batchllot number. As explained above, imcreasing th.e vara.et~ o:f 
substantially sim.i.lar labels multi,pl.ies the potentia.l .for product misidcnti.ftcation by 
marxufacture.rs (technical ..m.isbranding), co:atrary Lo th.e FDA's stated objactivc. 

" NDC numbcr on a ~abel reflecting Priv~te Label Distributors un~que to thc 
container f~l.l.ing company 

The proposed rule woul.d cornplicatc the rr~edi.ca1 oxyg~n filling model. by requirin~ 
Private Label Distributors, who .h,ave his~o.rically obtai.ned th .ei .r own NDC num.be.rs, to 
obtain their labele.r code from cach man.u.facturer that thcy use . Most t.raditional Privatc 
Labcl Distributors ofpl~at'm.aceuticals, e.~ ., Wa.l-1V.I~rt, Wal,grecns, CVS, are mvre 
appxopr.iately considercd "priv~te I.abel marlcet~rs." Thcsc corra.pan,i,es .rely on w1z~.ti was 
lernned at thE Decem.ber 11, meeting as "private label man.ufacturerts," or repackers, fo .r 
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t.hEir label ard regul.ato .ry guidasZCe_ Tn th.e case of P.r .i.vatc Labe1 Dlstributors of 

pharmaceuticals, it may be appropriate for th.e tnanufa.cturer or repacker to 
obtai.n or 

identify the NDC nu.mber to be used . 

In con.trast, most Pri~ate Labcl . Uistribut;ors af medical oxygen own o,r r~nt th~ir owt~. 

refill.able high pXessure containers an.d fully u,nderstand thei.r. .responsibilities for labelin~, 

listing, and ott~er regulatory compliance . These firm.s will often use the~.r own appropriate 

and~ compliruit l.abel that indicates "Distributed By," as opposed to the 
cylinder fillex's 

label . Of the medical oxyger~ Private Label . Disfibutozs that own thei,r own . cylin.ders, 

sevczal place an . a~propriate, compliatat labe~ undcr a protectiyc coating prior to 
lazowiiig 

wh~.t cntity will ~11 and re .fi .ll thc cylinde.r . Mcdical oxygen privatc l.ab~l di.stributars of~eiz 

d.o not rely on a ~ingle manu.facturcr. ta fill a~td ref 11. thei .r cylinde.rs . They ~enerally use 

scvezal different f~llerslmanu,facturers i.n differe~nt parts of the country, an.d ii1 some cases 

even within the same parts o.f the country . 

Given that per the p.roposed ru.le a Private Label Dist~ributor rz~ust go th.rougk~ 
its supplicr 

to obtai.n an 1WC code for every n~w producUpackaging cotn.bination, signiF'icaiat delays 

could occur bcfoze an NDC is assi.gned by the Agency and befor~ labels arc designcd, 

produc~d, a~,d provi.ded to th.e cyli.nder fil~er . This could result in patients not .rcceiving 

their o~ygen in a timely fashio~. Such del.ays could be especia.l.l.y problematic wh.e .n 

homecare fxnns may r~~cd. to ol~tain. medical oxygen from altemate sup~liers in. a d.i.saste:r 

recovcry situation., such as Hurricare Katriyi.a . 

5imilar d.elays coul.d occur on. a smal.ler scal.e i.n the axygen. di.stributivn. cliain. ~s we 

discussed during thc Decamber 11, 2406, meeta.n.g, under the proposed rule, if a parient 

travels to Florid.a f.tom New York wiC11 an oxygen cyl.in.d.er that was contractuall.y ~11ed 

for a home care compatiy in New York using the "DistribuLed By" statement, thc cyl.indEr 

could not be legally filled by that ~~nm~ care company's contraci :ed fiz~ in Flo.rida 

w.ithout the eontracted firm vbta.inin.g a new NDC nu.m.ber, and. repl.aci.ng the l.abcl. .i.f lhc 

NDC can:not be obtainccl, it could adversely affect patient safety si.nce the p~tien .t wi.l.1 

11ave to vvait for his or .k~er oxygen. Few manufa.ctureTS woul.d be prepared to file fo .r a 

n.ew NDC code immediai:ely, an.d dea~ with the administr.ativ~ requi..rem.ents f.ar ~, one-

t~zne s~,le, regardless o.f. the user~:fa-iendliness o:f the systern.. Th.is wou.ld. result in a 
curtai .lm.ent of tl~e medical vxygcn supply. 

Commcnts oz~ pronosed changc to 21 CFR 207.1 rElated to defuutxons 

Althougla th~ defi»iti.ons providcd in proposed 21 CFR 207.1 regardin.g 

"matiufactu.rerlxraanttfacture," "repac~Cerlrepack," "relabelez/relabcl," and "private 1abe1 

distributors" are not i~lconsistent, for the mast part, witk~. current defiinitions in. 21 CFR 

Parts 201 and 2d7, ELAHomecare rcquests that the FDl1 cla,ri .f.y how these de.fi.tutions will . 

appl.y to t11e medical oxyge.n industry and ihese CFR Parts in the proposcd ru.l .e . 

" Definitiott ot manufaoture.r, manu..faeture, .repacker, and repaclt 
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There are no repacking vperations in the medical ga5es industry, and k~ence no "medical 

gas re.packers." Because o.f. the impact that the f lling p.rocess (moving groduet in the 

gaseous state from one contai.ner to an.other, vaPori.zing li~uid . product i.nto a gas aind 

filling the gas i.nto another container, or m.ovin~ ~.iquid prodltct from one container to 

another) can l~.ave oz~ Lhe identii:y, stre».gt1~, quality, and. p~ri.ty of a medical gas, the FD~ 

lzas def»ed these "gas to gas," "liquid to gas," and "liquid to liquid" filling opcrati.on.s as 

"manufacturi~i.g operations." Thi.s impacts l~ow thc medi.cal o~yg~n. industry could 

comply witli Chc proposed, regi,stta~i .on and listing .regulatio.n.s that require info~oat.ion to 

be ptovid.cd to FDA. Consistent with previvus FDA guidt~ncc on th,is topic, we b~lieve a11 

medical oxygen fillers sh.ould bc con.sidercd manttfactia.rers, rlot repackers . We request 

that FDA, ex~ressly exempt znedical gas .fill.ers from the dcfin.i .tiotl of repacke.r . 

" DcFinition. of relabeler, .relabel., and private 1abc1 di.stributor 

As i.z~dicated above, many ~rivate L~bel, Disixibutots ~h.at own t~e.ir own contai.ners have 

compliant "Distributed By" labels developed and applied to th~ cylind.ex uridcr a 
protective coating by th.e cyliilder man.ufacturer oz re.£urbisher . These cylinde,r.s are then 
provided to cylindez ~llerslrefil..l.ers, i. .c ., ziaanufacturers, .for filling . Hi,atori.cally, th.e fi.nn 
f 11in.g these cyiindcrs has nol;labeled th.e f't11Ed cyl.in.de.r and. ka.as had no signi..freant 

involvement in the tegistration and l.isting p,rocess for the Prti.vate Label . Distxibuto.r . .T,n 

other situations, wh.~a firm.s rent or own. cylindcrs that do n.ot have the protcctive coa~ng, 

the firms may supply the firm that f l.ls th.e cylin.der, with the "Distribuied By" laUel 
adentifying their compa,nies and rec~uest that the ~11cr pl.ace them on the f,J.led/refilled 
eylxnders . Tlte fiim. .f~l . .liyxg the cyli.n.der may maintaiti appropriate con.trol of this label 
inventory; h.owever, the f.~l.le.r is not signi..fcanl:ly in.vo~ved with thc design ~nd 
di.stribul:ion of tk~.e label . In many res~~cts these "Private Label Distr,ibutors" are l.i ..ke 
"rela.be~ezs," ev~n though t~ey may "rela.bel." the cylinder Ue.f,vr~ it contains product . 

AAHa.mecare contends th~t either m.edical . oxygen Pri.vate Labcl Distri.buto.rs should be 
perm.itted to list, and i :b.erefore obtain. their own NDC numbcr, or el.se th.e aforcmentiot~ed 
opcrations, where i:he "Distri.buted By" langu~ge is used by these distribu.tors, sk~.ould be 
conside.red relabel . .i.n.g . 

Comments on praaosed change to 2l CFR 207.33 and z07.37 related to the rrxakeu~ and 
assiQnm-ent oFthe N1~C numUer 

Unde~r tli.e proposcd. rule, tl~e FDA must a.ssi~ a n.ew NDC code for the mianufacturer, rc-
p~cker, or .re-labeler foz eve.ry new product/packaging combination, whetea,s currently the 
FDA onl.y assi.gns the company l.abe,l.er code . We have concezns as to tih .e t~i.ming of the 
pro~osed process (the time from . electro.nic subxn.i.ssi.on to tk~.e rec~ipt of the NDC nL~m.Uer 
~'rom the FDA), especially g.iven. tliat tlte p.roposed syst~n to our. knowledge h.as not yct 
bcen fully desigtied ~nd testcd . If the Age~~cy does not grant our .rcqu.est to exempt 
mcdical o~ygen, from th~ NDC labcling requi ..re~nent, f rms in tlle medical gascs a:~dustry 
will . need to wait for the FDA to assigll a new number and in. turn obtain a new ].abe1. so 
th~,t a cylinder can be r1~.cd_ We are eoncemed tha,l this proeess wi.ll dcl.ay the delivery of 
med.ical . oxygen and ther~by impact the }a.ealth and we11 being oF oxygen patients . 



Comments on xo osed chaii c to 21 CFR 207 Sub art B zelated to wk~o is 
to zovidc 

r~ai4tra1;ion infoz~rnation to FAA 

~LAHomecare has no disag~eemeni; with ihe praposed . 2o7 .17(a) regarding who must 

register; however, we disagree wi.th p.roposed 207.17(b) bec~usc we belie~vc medical ~as 

Private Label. Distr'ibutoxs should be pemnittec~ to rcgisCer. 'W~ also qu.es~i.on t~~e 

pract.icality of requiriaig reg~stratiori "5 days a~ler th.e begi~.nin~ of. mat~ufacture" when a 

company needs to be a. .registe.red manufacturer, zepacker, or .relabcler i.n o.rd~r to obtain 

an NDC label.er code . 

Corz~ments on ro osed clian e to ~ l. CFR 207 Sub arts and D related to v~rho i.s to 

p.rovide listing i.nfonmation and what inforrnation is to be pr4aided . to FDA. 

AAHomecare has no comments regarding who is to provide listing infor~natio7~ to th.e 

FDA and what listing information m.ust b~ supplied, prarri.ded the FDA agrees with. our 

interpretati.on that a nnedica~ oxygcn filler should. be deemed a "manufacturer." ~ot a 

"repacker_" 

J.f the FAA classifies so.me medical oxygen fi.ll.ers as "t'epack.ers," we would I~ave 

concems about pr~posed 20733(d)(a.)(i.i) that rcquires a "repacker" to iden.tify the NDC 

number assi.gned. to the drug immediaficly be.fore the drug is recEived by the ̀ °rEpacke.r ." 

.Tt is possible for AAHomecare membcrs to ha.ve multipl.e suppliers of liquid and.lor 
gaseous oxygen, as componen.ts fo~r furtliez manufacturi.ng, ox as finis.hed product, to exi.st 

at ~arious stages of the supply cl~ai.n . Traceabil.ity of components ar~.d Final ptod.uct i5 

currently p.rovided th.rough the use o.f 1ot an.d batch. numbcrs and througl~ . various GMP 

comp.ii.ancc requirements and. should not be park of tlic NDC nu,mber assignment pr.ocess . 

Ca.mmer~ts on ro osEd chan e to 21 CFR 207 5ub arts C a . d E reaat~d to ka.ow 
rcgist~ation an:d listing information is to be vrovi.ded to FD .A 

A,AHomccare agrees that allowi.ng compaives to submit ix~f.ormation elecl:ronically will 
assist in i:hc timely updating of important iz~fvrm~.tion. . Th.e proposed rule states that 
inFormation. must he subm~tted using the electr.oni .c d.ru.g r.egistration an.d listi.ng systc~n, 
wk~ich has not been developed. It is impossi.bl.e to comment o~n . a sysi;em thaC does nat yet 
exist. 'Taae FDA sb.ould con.sider d.elayitig issuan~e of a f n.al rulc unti.l it has developed 
the system it wi . .ll empl.oy and provided oppottunity fo .r comment by ~he a.ffeGted publi.c . 

Unlike traditiona~ pliarma.ceuticals that have "Stru.ctured Product Labeling" {SpL) that 
can be casily submitted ta the FDA vi.a clcctronic format, medical oxygen l.abels are not 

simi.larly sttuctured . Medi.cal oxygen . labels conta.i,n in:formation .relai;cd to Department o.f 
Traztsportation compl.iance and hazardous material liandl .i.n.~ a.nd. stor,aga wanraa.ngs, 
cautions, aiad precautions, but contaiyi no in.form.ation on dosages . Pr.ofessionals 
p.rescri.bing and. ad~ising pat~ents on the adin.inistering o~f mcdical oxygcn are expected to 
be knowledgeaUle regarding its use a.nd llat~dling . Professi.onats tnust bc familiar with th.e 
indications, effects, sxde effects, contraind.icatio .n.s, dosa.ges, . .m.ethods, and. f..requency, and 
duration of adrn .y .nistration, and thcy . .m.ust al.so in.stn~ct tl~eir patients ir~ this regard . Iri 



addition., med.~cal oxygen .l.abels on larger containers often exceed 5-112 inch by 11 zneh. 

dimension.s, which the syste~r. will. have to be designecl to accommodai:e . Home v~sc 

liquid oxygen contain~rs also h.ave a device label com,poncnt . 

Cornrnents on potcntial addi~ion.al dru~ inforznation 11~at aray be reaui.recl . pe~ the 

pream.ble 

In the p.reambl.e, the FDA statcs that it is considering wh.ethe.r to require establishm.enis to 

provi.dc the nu.m.ber of batches and batch si~e for each drug subject to listi.ng zequirements 

that a company manufactured, repacked, o.r relabeled sit~cc it last providcd l.isting 

in. ..f.ormat~on (e.g ., typicall.y provid~d e~very six months). Irnclusion o.f this re,~uirem.ent in. 

th.e final rule would. be i.nappxopriate for the ~nedical. oxygen. ind.ustry. Unlykc tr~di.tional. 

pharmaceuti.cal eom.pan.ies, a compressed medical oxygen fi.rm m ay produee an.ywhere 

from o~e to hun.dreds of l.ots daily, cqualing xb.ousands oF lots produced per day on an 

industry wide basi.s . Thcre is no stan.dard for the ~umber o,f cylinde.rs ~1zat compose a lot, 

but t~e numbet~ can .range frorn. ~ sin.gle cyli.nder to morc than a hundred. Th.e burden and. 

e~pense o.f trackialg every lot producEd f.o .r purposas of .reporting to the FD~ eve. .ry si.x 

months would be substantial. and wouid not produ,ce add.itional benefit with regard. to 

pub.li.c safety . If the FDA requires tl~is infoitn~tion .i.n tihE future, it ncausi: i.mP.1.ement 

sa.fegu.ards to preven.t the rele~,se of proprietary in.formation undcr the Frcedom of 
Inforrnation Act. 

CoiYUnexats on the vroposed compliance dates 

T.n lhc past, the FDA provi.ded the m.ed.ical gases indLxstry with a f ve year transiti.an 

period vvhcn regulations requ.ired labcl chan.ges to coineide wi.~h Depay~i~cnt of 
Traylsportatian mandated cylin.der maintena,nce frequcnci.es . i!'the FDA do~s not exennpt 
m.edical oxygen fx`ms from. ihe rEqui.temer~t to p1acc the NDC number on the prod,uct 
label, ~iiomecarc uzges that the propoaed threc year timc frame ve extendad to fi.ve 
yea.rs ~'rom the e.ffective date of the final. ru1c . , 

Finall.y, AAHbm~care uzges the FDA to : (1) exempt medical gases, in.clud.ing oxygen, 
from the requircmen,t that appropriate human rcadabl.e NDC numbers be placed on d.nig 
product l.abels ; (2) considez~ a11 cylinde~ filling operations "manufacturets"; (3) a~l.~~' 
medical oxygen Private Labe1 Distributors to lis~ ; and (4) eonsider our otlzcr co~~cerns 
described abovc. We contcnd tlaat t11c proposed rule will. incrEase technical m.isU .randi.ng, 
increase eosts w.i .tlz c~uestionabl~ bcnefxt regarding tr~aceab .i .li.ty, a~d i.nercase risk to 
pa~ients due to dclays in supply and potential lack of avai ..l.abil.ity of life-sustaining 
m.edical oxygen, 

~omecare requests to meet and furtta .er. discuss applicati.oiz of the pr4~ased chan.ges i.f 
the FDA has an~ qucstions w.ith regarcl to thc comments provided an.d thc exemption .s an.d 
~.roposed rul.e changes wa lzave ide~~ti, .fi,ed . 

We thank th~ FDA, for this opportunity to com.ment and for your consideratioz~ v.f, our 
concems abeut tlus praposed rulc . 
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Sinc~rely, 

T~ .~s~~---
Tyler Wilson 
President, Ch.ief Execu.tive Off.~ce .r 
A,4Hom.ecare 

ec : Jgn.e Axekad, Associate Dircctor for Policy, CDER 
Deborah 1~uto.r, Directoz Offtce of Compliancc, CDEY2 
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