So0 Instructions for OMB Statemant

FORM APPROVED: OMB No. 0910-0943. Expiration Date: 8/31/10

DERARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

(See raverse side for instructions)

ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES,
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps)

1. REGISTRATION NUMBER
[Field Establlshment Identfiar)

FE: 3001451642

2. REASON FOR SUBMISSION

.| CHANGE IN INFORMATION
d.[] INACTIVE

a, D INITIAL REGISTRATION / LISTING
k. @ ANNUAL REGISTRATION / LISTING

VALIDATION-FOR FDA USE ONLY 1
VALIDATED BY FOA:08-DEC-2010
DISTRICT: Chicago
PRINTED BY FDA:22-DEC-2010

PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION m .m. m m Big mmu
3, OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT/Ps EEEL] m 3 mm m m PROPRIETARY
tablishme 7 2ER PR3 80aT 1.
2. BLOOD FDA 2830 NO. E nt Functions S m dEE m., NAME(S)
o
b. DEVICES FDA 2881 NC. Types of HCT/ Ps Rocover| Sereen | Test |Packaga | Process | Store | Label |Distributd = ms m g
@
¢. DRUG FDA 2656 NC.
4. PHYSICAL LOCATION (include logal name, numbor and street, oy, stale. country, and B
post office coda) 2. Bong
Illinois Eye-Bank o, Cartl
547 West Jackson Blvd.. Suite 600 Jmereee
Chicago, linois 60661 c. Cornea X x x x x X X X
d. Dura Mater
s
a. PHONE 312-706-6750 EXT e. Embiryo 1 Directed
b.[] SATELLITE RECOVERY ESTABLISHMENT L Anonyrious
(MANUFACTURING ESTABLISHMENT FEI NO, t Fasci
¢.[] TESTING FOR MIGRO-ORGANISMS ONLY -resca
5. ENTER CORRECTIONS TO ITEM 4 4. Heart Valve
h, Ligament
) 0 sie
6. MAILING ADDRESS OF REPORTING OFFICIAL (lnclude institution name i appiicablo, i Cocyte L] Directed
number arrd stroet, city, State, country, and post office code} [ Anonymous
Midwest Eyc-Banks |- Pericardium
Atm: Kevin W. Ross '
4889 Venture Dr. k. Peripheral m Autologous
P Blood Stem Family Relatec
Ann Arbor, Michigan 48108 Cells O Allogeneic
i, Sclera X X X X X X X X
0sie
2, PHONE 734-780-2100 EXT m. Semen [..] Drocted
] Ancnymous
7. ENTER CORRECTIONS TO [TEM 6 b. PHONE
n. Skin
0. Somatle Cell  [T] Autologous
Therapy ] Family Related
Products ] Allogeneic
8. .5, AGENT p. Tendon
. Umbilical {_JAutologous
Cord Blood ] Family Related
Stem Celis ] Allegerele
2, E-MAIL r. Vascular Graft
9. REPORTING OFFICIAL'S SIGNATURE s.
t.
a. TYPED NAME Kevin W. Ross
u.
b. E-MAlL kwross@midwesieyebanks.ore
c. TITLE President / CEQ d. DATE 18-NOV-2010 v

FORM FDA 3356 (4/08)



