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disseminate inform+on regarding CMS ~xN&rniN~ bf ‘HEALTH AND 
plro@n$ cbntractlng opportuhities, 

DEPARTMENT OF HefTH4fiyfD: 

and other initiativ& to faith-based +d 

H”Mxws~Rwe~~ L. HutiAwseiiicrl~E~&~~ .X%, _, __ ., 

other community organizations. Fpod and @rug Admi&&&lbn ’ Food an@ Drug Administration - - 
19. Office of Health Insureme 
Portability and AccoUntabtl&y Act 
Standards @-HA) 

o Develons. lmnlements and 
administerithe e;lforcemf@ of !b 
Health In$uraiice Portability an d 

[DocketNo.O2Kd259] 

Agency inf~nnatfon Collection 
ActiGitil - 

* ,e_ /I /. ..~_ / - --a- 

Contaminarits and Natural Toxicants 
Subcommittee of the Food Advisory 
Committee; Notice of Meeting 

AGENCY: Food end Drug Administration, 
HHS. 
ACTION: Notice. 

Accountability Act @PA@ including 
portability, transactions, tide sets, 
identifiers, and security. 

the 
l Develops, implements and 

admini&ers the enforcement of 
Administrative Simplification 
Compliance Act (ASCA). 

es; Announcement of ow3 
Approval; Telephone ‘Questionrkire 
Administration to Control Subjects 
Recruited into FDA Lyme Vaccirie 
‘safety Study, “A Case-Control Study 
.* U’ A Type and T-Cell Rezktiviw to 

mblnant Otier’surfack Protein A 
and Human Leukocyte Func+n-, 
Associated AntiairnW 

; 
Or “I. 
Recoi 

This notice announces a forthcoming 
m&mg of a public advisory c&nmittee 
of the Food and Drug Adrnlnlstration 
(FDA). The meeting will be open to the 
‘ffublic. 

Name of committee: contaminants 

0 Develops regulations to enforce the 
provisions of the HIPAA end the ASCA. 
Also develops regulations and guidance 
materials on HIPAA standards. 

l Educates and reaches out to t&e. 
public and internal CMS Staff 0~ FAA 
issues. Formulates and cc?@@+@ ,a” 
public relations campaign, prepartis end 
delivers presentations and speeches, 
responds to inquires on HlPAA issues, 
and liaisons with industry 
representatives. 

l Works with Fed@ departments 
.and age&es to idetitify and adopt 
universal messaging and clinical health 
data standards, and represents CMS and 
HI-IS in national projects supporting the 
national health enterprise architecture 
end the National Health InfoFa.tion 
Infrastmcture. 

l Provides technical asgistance 
regarding HIPAA standards and their 
implementation. 

* Collaborates with the Department, 
especially the Qffice for C&i! Rights, on 
HIPAA policy issues. 

l Coordinates and provides guidance 
on legislative and regulatory iSSUeS. 

l Provides assistance and guidance 
for HlPM-related budget formulation 
and execution activities. 

a Oversees the enforcement of the 
insurance portability provisions of 
HIPAA relatFd>o .no@e@& 
governmental health plans and Stat& 

Dated: November 21.2002. 
Ruben J. Kingahaw, Jr., 
Deputy Administmtor and Chief Opemting 
officer, Centers for Medicare b Medicaid 
Services. 
[FR Dot. 03-4088 Filed 2-14-03; 8~45 am1 
BILLING CODE 4120-01-P 

AGENCV: Food and Drug Administration, and Natu&Toxicants Subcommittee of 
HHS. the Food Advisory Conimittite.’ 

ACTII: Notice. 

SUMMARY: The Food and Drug 
khdnistriition (FDA) ls announcing 
t&at S &G&on ofihfotitiird e&it@ ,, “. s,_. ,e- . . / _,~ .^” . ,._ . . , .._ 
~%E+hone Questlonnillre 
Administration to Control Subjects 
ReciGiied into FDAX”~‘V~ccine 
Safety Study, “‘A Case-Co&Xl Study of 
I&A Type and T-Cell Re&tivity fb‘ 
Recombinant Outer Surface Protein A 
end Human Leukocyte Function- 
&G&ted Antigen-l” has been 
approved by the Office of MenagemeAt 
and Budget (OMB) under the Paperwork 
Rbduction Act of 1995. 

F(JR FURTHER INFORMATION CONTACt: 
JonnaLynn P. Capezzuto, Office’of 
Information Resources Management 
(HFA-250), Food and Drug 
Admlnistr@.ion, 5600 Fishers Lane, 
Rockville, MII 2Od57; 3014:27Li1659. 

SUPPLEMENTARY INFORMATiONt In the 
Federal Register of (Tctober 16,2Q02 (67 
F'R 64397), the agency announced that 
the proposed information collection had 
been submitted to OMB for review and” ,_ c.ew,Gch sdi. 4T,.~;s*-ci sbs’4ir”ta” : 

agency may nbt conduct or sponsor, and 
a person is not required to respond to, 
a collection of information unless it 
displays a currently valid OMB ccjntrol 
number. OMB has now approved the 
information collection and has assigned 
OMB con-1 number 0910-0501. The 
approval expireis &Ju& 30: ‘2%u. A. 
c$ipyof the supporting statement for thls 
information collection is available on 
the Intemtit at http:ilwww.fda.govi 
ohrmsidockeis. 
“‘Dtitijd: February 1b,‘B1Xi. 

Margaret M. Dokel, 
Assik&i&C;i;nhiissioner foi Policy. rk’D;;cI &.&&$p$.‘. 2-i.ti~~d~4s aml 

e;&iiN6 coM’41eo-o1-s 
: . 

Geneml Function of the Committee: 
To provide advice and 
r.ecommendatioAs to the agenjr on 
FDA’s regulatory issues. 

Date and Time: The meeting will be 
held on March 16,2003, from 8 a.m. to 
6 p.m.; and OA March 19,2003, from 
6:30 a.m. to 3 p.m. 

Location: U.S. Department of 
Agriculture, Animal and Plant Health 
Insoection Service. 4700 River’Rd.. 
Cl 
734-8010. 

&ference Center; eyedale, &lD,.301- I. ‘--.- 

Contakt Person: Jeanne B. Latham, 
Center for Food Safety end Applied 
Nutrition (Hl%-600),-F& &d Drug 
Administration, 5106 Paint Branch 
Pkwy., College Park, MD 20740,301- 
436-1756, or FDA Advisory Committee 
InformationLine, l-800-741-6136301- 
443-0572 inthe Washington,DC area), 
code 10564. Please call the Infopatio~ 
Line for up-to-date information on this 
meeting. 

Agenda: The meeting’s purpose is to 
discuss the scientific issues and 
principles involved in assessing and 
evaluating Enterobacter sakazakii 
cqptaplination in powdered infant 
formula, r&k reduction strategies based 
on available data, and research 
questions and priori&%. To ensure the 
presence of the most relevant expertise, 
the membership of the subcommittee, 
which has expertise in contaminants, 
will be augmented by consultants with 
expertise in infent formula. 

The b&ground material for this 
meeiing will be posted on the Internet 
when available or one working day 
before the meeting at http:// 
www.cfsan&la.govi-lrd/vidtel.html. 

Proce&uw Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the committw. Writ@ 
submissions may be ni& to the contact 
per’sot’i by M&c& 3,2003. Oral 
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presentations from the public will be 
scheduled between approximately 4 Bsllrooms, 8120 Wiscon 
p.m. and 5 p.m. on March 18.2003. Bethesda, MD. ‘gnd who are not considered candidates 
Time allotted for each presentation may Con&t Person: Johanna M. Clifford, for cytotoxic chemotherapy; (2) NDA 
be limited. Those desiring to-make 
formal oral presentations-should notify 

Center for Drug-Evaluation and Research 21-041, DEPOCYT (cytarabiie, 

the contact person before March $3, 
p?‘l, Food ar Id Drug . . . I --‘a Amlnlsmuon, ab96F’ishers Lane, (for 

SkyePharma, Inc.) for the intrathecal 
treatment of lymphomatous meningitis; 

2003, and submit a brief st. atement of, express delivery, “5630 Ffshers Lane, pm. (B)‘N%4”2i-is6 vRE$ (celecoxib, 
the general nature of the eyij dence or _ ,. ‘ 1093), Roc@iJle, MD 20857,301-827- Pharmacia Corp.) indicated in the -*,j. 1-a”” 
arguments they wish to present, the “-‘gCbj ;T% $@-8$7‘a778”; +‘~~a$ 71 
names and addresses of proposed clin0ra~wcaer.r ‘“da.gov, or FDA Advisory 

reduction in number of adenomatous ,(./l,-__ .,v ,;“. \ 
colore& PO@% ‘iii’ &‘&al 

narti.dtit-. &-&“G Vdication of - 
p?. 

-’ . . . * * Lommntee mrormation Line! l-St% 
&pZ&nate time request& ti, G&e 

.‘i”C i_-~“O>-.* i adenomatous polyposis patients: and (4) , ̂ _J 
741-tmm\; IUl- 42$45;.j in 6g ‘- -~~2ix5~; TEMoDAR 

*I 
their nresentation. 

w&& .*._. 
goon, IJC area), code 12542. (temozolomide, Schermg Corp.) for the 

---cm-- ** -’ Persons attending FDA’s advisory Please can me 1 itformat+m~Line for up- ,I ‘_, treatment of adult patients with 

committee meetings are advised that the 
agency is not responsible for providing 

tO-r$F-’ ” mrormatiop qp *s meeting. 
a5v1-lrda: The committee ‘$J~~$hyq~ 

refractory anaplastic astrocytoma. 

access to electrical outlets.. ----- ,a--- ---%ations approved under 
Procedure: Interested persons may 

uuw .cuug clyp” 
n.l #-lx3 54 A‘ crilr 

present data, information, or views, 

FDA welcomes de attendance of the LI brR Ol-+.uu~ (Subpart H, accelerated 
L&-^__^ 11 * *- - open session on March 

orally or in writing, on issues pending 
pub*ic at its ,&$&f&&i@g ‘“.I . . ;$JJ;tu;‘;oyq before the committee. Written 

meetings and will make every effort to 
I, to: (1) Review the 

accommodate Demons with physical 
status of P r--v IV clinic$ studies; (2) ‘ham’ 

submissions may be made to the contact 

disabilities or special needs,Jfyou 
Id--rll. J memny &fficulties associatad with 

person by March 3,2003.‘Ckal 
presentations from the public will be 

require special accommodsttons~ due,.% 
completion of phase IV commitments; scheduled between approximately 8:15 

a disability, please contact Jeanne E. 
I and (3) provide advice to sponsors to 

meaid in thka nleg and exeation of 
a.m. and 8~45 a.m. and. 12:39 p.m. to 1 

_ - 
Latham at least 7 days in advance of ?hq 
meeting. 

;;;&G~;?& commitments of newly 
p.m. on both days. Tie allotted for 

Pnnl.n”a~a anrac Y,+y-y- -,J. On March 122003, the 
each presentation may be limited. 

nmmi*- will dtscuss phase IV 
Additional open public sessions may be 

tf- II I nFlw finw 
conducted after the presentations for 
htam-mtd r&mnn whn havn smhmit&d 

Notice of this meeting is given under 
theFederal A$$so$C 

z! 

U.S.C. app. 2). 
uv- 
applier 

Dated February 10,2003. (doxorubicin HCl, Johnson and Johnson 
Linda w Sktaiany, Pharmaceutical Research end, 

to address issues specific to the topic 
before the committee. Those ,&&ing to 

Asso&e Commissioner for lzxternal Development, L.Lk.) s---. - for the treatment i “, . acq*d’.*P”~..‘, make formal oral presentations should 

tdrome (AIDS) 
notify the contact person before March 

wn.a arseee ulat has 
3, 2003, and submit a brief statement of. 

r,IVwuYwdd on prior combmstion 
the general nature of the evidence. or 

- * ‘-. therapy or in patients who are intolerant 
arguments they wish to present. the 
names and addresses of proposed 

!D to such therapy: (2) NDpi 56-7T8/S-996 . . s‘-*M’ciu~-’ ,aece-* 
ibicin HCl, Johnson and 

pal-ticipmb, a& ai indication of the 

So d Research and 
approximate time requested to make 

;; *. -ga.Leni 

v~9~.5~~~~ in PGtients 
tat is refractory to both diaG-“ehed 

Relations. 
[FRDoc.o%4os6Filed Z-1943;8:45,a74 
8lUJNG -CODE 416SOl-S 

DEPARTMEKQF HE+!?!.!!! 
HUMAN SER@CE$ 

Food and Drug Administration 

DOXIL (Doxorl 
Johnson Phknaceutici 
Development, L;L.C.) fc 

Oncologic Drugs Advisory Committee; 
of meta&& o----’ -- -. 
da disease e 

Notice of Meeting paclitaxei and 

AGENCY: Food and Drug Administration, chemotherapy regimens; (31 E: 
---a license application (BLA) 97- 

,iologics 
-1325 

HHS. ONTAK ideneluekin diftitox, Ligand 
ACTION: Notice. Pharmaceuticals) for the treatment of 

. I, ,. .* *‘* j :’ ‘:- I 
This notice ~FW!? ?!53!k?$?~g 

‘_ ~ersiiten’t jr recurrent ,@lIl~~gs2~-$l~ 

meeting of a public advisory COIUIIU~~~ 
lymphoma whose malignant cells 

of the Food and Drug Administration 
express the CD25~component of the IL- 

(FDA). The meeting will be open to the 
2 receptor; and (4) NDA ZO-221&802, 

public. 
ETH~GL injection (amifostine, 

&me of Committee: Oncologic Drugs 
Medhnn&e Oncology, Inc.) for 

Advisory Committee. 
reducing the cumulative renal tq?ricity 
associated wi$ repeated adminiszration 

Geneml Fyn,@iop of the Committee: of cisplatin ‘in patients. w+h adv~ced 
To provide advice and nonsmall cell lung cancer. On March 13; 
recommendations to the agency on 

io6$] .a- &a&’ *v,,~scuss phase 

FDA+3 regulatory issues. iv cd@&~~tir FE (1) NDit”ha74, 
Date and Time: The meeting will be MYLOTARG (gemtnxumab ozbgknicin, 

held on March 12 ar&l5,2903,.from, 8 ( Wyeth-Ayerst Laboratories, Inc.) for the 
am. to “5 p:m. beatmerit of CD33 positive acute 

their presentation. - 
Persons attending FDA’s advisory 

committee meetings are advised that the 
agency is not responsible for providing 
access to electrical outlets. 

FDA welcomes the attendance ofthe 
public at its advisory committee 
meetings and will m&e every effort to 
accommodate persons with physical 
disabilities or special needs. If you 
require special accommodations due to 1 *,.._ . 1. ., 
a disability, please contact Johanna 
Clifford at least 7 days in advance of the 
meeting. 

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. app. 2). 

Dated: February 10,2003. 
Linda Amy Skladany, 
Assochhe Coqunhsio~erfor External 
Relations. 


