S Invsiruc s dor DB Saylement

FORM APFROVED: OME No, 0910-0543, Explration Dete: 813110

DEFARTMENT OF HEALTH AND HOMAN SERVICES
PUBLIC HEALTH SERVICE
FO00 AND DR ADMIMISTRATION

AMND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps)
{See reverse sie for h:l’rmﬁgﬂ:w_]_

ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES,

1. REGISTRATION NUMBER
(Fimki Extsithishrmant aniifaar)

FEE Q001870303

2, REASON FOR SUBMISSION
a [:l IMITIAL REGISTRATION ! LISTING

b, [X] AMNUAL REGISTRATION! LISTING
o[ ] CHANGE IN INFORMATION
d[ ] INacTIVE

VALIDATION-FOR FOA USE GhLY 1

WALIDATED BY FOu:01-DEC-2008 |

DISTRICT: Detrot |
PRINTED BY FLA2-DEC-2008 |

| PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION FEEELE ;;E g |
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT /Ps L 2 £% BEEE —
a. BLOOD FOA 2650 mo FEL (001870308 Establishment Functions ] Em? Ea ! ES%E MAME(S)
o A L i
b DEVICES FOA 2881 MO Typas ol HET/Pa Facover| Bcresn | Tast |Pachage |Process| Store | Lobel |Diswibuty ga E B
<. DRUG FDA 2656 ['s]
4 PHYSICAL LOCATION [Irciode leal name, number and sireed. cily, sl6te, country. and & ke X - 1 1
past affice coda) : . |l .
South Bend Medical Foundation, Inc X X
b. Carf
$30 N, Lafayette Boulevard & =
South Bend, Indiana  46601-1098 . = | e
. Comes | ]
d. Dura Maler |
3 sip
a PHOME  5T74-234-4716 EXT |522 & Embryo [& Diracoed X | x
b.| | SATELLITE RECOVERY ESTABLISHMENT [ Anonymous
MANUFALTURING ESTABLISHMENT FEI O, e = =
.| TEETING FOR MICRO-ORGAMISME DNLY i
5 ENTER CORRECTIONS TO ITEM 4 5 Ho x P
h. Ligamant X | X
i ] [+4] SIF - |
6. MAILING ADDRESS OF REPORTING OFFICIAL [includa inghifufion nama f apaicabls, | I. Gocyla O Directed X | x
nuraber and atreef, cily, Stafs, couwntry, and post offics ooda) X Anorrymous | |
South Bend Medical Foundation, Tne [ | Poriomdiun | x X
At Robert I Tamec, MD | — ]
530 M. Lafayette Boulevard | k. Paripheral kg ous
South Bend, Indiana 46601-1098 i Biood Stem E:fmh' H:;'M .
L Sclera | X X
[ @mse | |
a. PHOME 574-254-4176 EXT i e % “""":":ms | X | X
7. ENTER CORRECTIONS TO ITEM & b, FHONE __[2] Anorry |
' n. Skin | X X
| o Gomalic Cell [ Autskogous. |
Theragy ] Family Relaled |
| Products ] hbogeneic
B U5 AGENT p. Tandan X X
o Unbiical ] Auiogous |
| CodBlod [ Family Relaied X X
Stam Cals [X] Aboganst: ! |
a, EMAIL I r. Vascubsr Grall | X | X
5 REFORTING OFFICIAL'S SIGNATURE P :
; _ P - K 4
SO Tm_ E 5
& TYPED MAME  Robertl Tomec, MD - :
b, E-MAIL nomecidisbme org : ! |
o, TIMLE  President d. DATE 30-MOV-2009 . |

FORM FDA 3356 (4/08)



