
DEPARTMENTOFHEALTHANDHUMANSERVICESj,REGISTRATIONNUMBER PUBLICHEALTHSERVICE1i.nsui>iirvMiunnuniDcn

ESTABLISHMENTREGISTRATIONANDLISTINGFORHUMANCELLS,TISSUES,1FE1:3006403223
ANDCELLULARANDTISSUE-BASEDPRODUCTS(HCT/Ps);

(Seereversesideforinstructions)\

PART1-ESTABLISHMENTINFORMATION

3.OTHERFDAREGISTRATIONS

a.BLOODFDA2830NO.

b.DEVICESFDA2891NO.

c.DRUGFDA2656NO.

i.PHYSICALLOCATION(Includelegalname,numberandstreet,city,state,country,and
postofficecode)

BergenCommunityRegionalBloodCenterdbaNJCordBloodBank

403HaddonAvenue

Camden,NewJersey08103

a.PHONE856-757-9718EXT

*>.□SATELLITERECOVERYESTABLISHMENT
(MANUFACTURINGESTABLISHMENTFEINO.

c.□TESTINGFORMICRO-ORGANISMSONLY

5.ENTERCORRECTIONSTOITEM4

6.MAILINGADDRESSOFREPORTINGOFFICIAL(Includeinstitutionnameifapplicable,
numberandstreet,city,state,country,andpostofficecode)

BergenCommunityRegionalBloodCenterdbaNJCordBloodBank

Attn:DennisM.Todd,Ph.D.

970LinwoodAvenueWest

Paramus,NewJersey07653

a.PHONE201-251-370EXT

8.U.S.AGENT

a.E-MAIL/'"~^N

e.TYPBfjname,DeqwJ^JflToddntt)r
b.E-MAILDeniWl1gCBSBLOOD.ORG
c.titleCEOd.DATEI2-DEC-2008

SeeInstructionsforOMBStatementFORMAPPROVED:<

2.REASONFORSUBMISSION

a.QINITIALREGISTRATION/LISTING

b.[X|ANNUALREGISTRATION/LISTING

C.□CHANGEININFORMATION

d.nINACTIVE

PARTII-PRODUCTINFORMATION

10.ESTABLISHMENTFUNCTIONSANDTYPESOFHCT/Ps

TyposofHCT/Ps

a.Bone

b.Cartilage

c.Cornea

d.DuraMater

□SIP
e.Embiyo□Directed

f~lAnonymous

r.Fascia

g.HeartValve

h.Ligament

□SIP
i.OocyteQDirected

□Anonymous

j.Pericardium

((.PeripheralI'lAutotaqous
BloodStem□FamilyRelated

Cells□Allogeneic

I.Sclera

□SIP

m.Semen□Directed

□Anonymous

n.Skin

o.SomaticCellDAutologous

Therapy□FamilyRelated
ProductsQAIlogeneic

p.Tendon

q.Umbilical□Autologous

CordBlood□FamilyRelated
StemCells(2Allogeneic

r.VascuiarGraft

s.

t.

u.

V.

EstablishmentFunctions

Recover

X

Screen

X

Test

X

Package

X

Process

X

Store

X

Label

X

Dlstrlbut

X

DMBNo.0910-0543.ExpirationDate:6/31/10

VALIDATION-FORF0AUSEONLY1

VALIDATEDBYFDA:02-JAN-2009

DISTRICT:NewJersey

PRINTEDBYFDA:05-JAN-2009

11.KCT/P* JDESCRIBED IN21 CFR 1271.10
X

12. HCTfl»s REGULATED AS MEDICAL DEVICES
j!

X

14.PROPRIETARY

NAME(S)

t

-

FORMFDA3356<4/08)


