See Instructions for OMB Statement FORM APPROVED: OMB No. 0910-0543. Expiration Date: 8/31/10

DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS,
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps)

_(See reverse side for mst.rucnons)

TISSUES,

(Field Establishment Identifier)

FEI: 3003367577

PART | - ESTABLISHMENT INFORMATION

PART Il - PRODUCT INFORMATION

1. REGISTRATION NUMBER

2. REASON FOR SUBMISSION VALIDATION-FOR FDA USE ONLY 1
| INITIAL REGISTRATION / LISTING | VALIDATED BY FDA:11-FE8-2011
| ANNUAL REGISTRATION / LISTING | DISTRICT: New England

— PRINTED BY FDA:11-FEB-2011
. | X CHANGE IN INFORMATION

a.
b.
c
d. | INACTIVE

9. REPORTING OFFICIAL'S SIGNATURE

2. TYPED NAME Rama Tyage
b. E-MAIL rtyagi@cryobank.com
c. TITLE Director, Quality/Regulatory Affairs

o

DATE 10-FEB-2011

[ 257| 535 2322 |
——— — — = —— - — o |
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT/ Ps 528 §E§ 3 EEE ‘
3 - o 2@ o 14. PROPRIETARY
. BLOOD FDA 2830 NO. ) ) B Establishment Functions SR %@? g%ﬁ? NAME(S) B
z =
b. DEVICES FDA 881 NO. Types of HCT/Ps Recover| Screen | Test  Package Process| Store | Labol |Distribute] ﬁa 2 & |
S & |
w
¢. DRUG FDA 2656 NO. B B
4. PHYSICAL LOCATION (Include Iﬂgél name, number and street, city, state, country, and 2. Bon o - | ! i -
post office code) AEone 1 L - ~
California Cryobank, Inc. & B
950 Massachusetts Ave. - Cortilage
Cambridge, Massachusetts 02139
¢. Cornea
e - - -
d. Dura Mater |
| [ sip B
a. PHONE 617-497-8646 ExT &. Emmbryo [ Directod ‘
| SATELLITE RECOVERY ESTABLISHMENT = L Anorymous — — — - . —_—
(MANUFACTURING ESTABLISHMENT FEI NO, f. Fasci ‘ :
c. Ll TESTING FOR MICRO-CRGANISMS CNLY ¥IFARSH ‘
5. ENTER CORRECTIONS TO [TEM 4 N i Il -
g. Heart Valve
h. Ligament ‘
e B i T N ‘ [ | ) -
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name If applicable, . Qocyte — Directed |
number and street, city, state, country, and post offico code) L -| Anonymous | e | SIS [ SIS N ST =
California Cryob:_mk. Inc. J. Pericardium
Attn: Rama Tyagi = e B D el N 1 I S
11915 La Grange Avenue k. Peripharal _}Autolngous
521 Blood Stem __| Family Related
Los Angeles, California 90025-5213 B  lAlogeneic | ) - ) -
I. Sclera | :
T TTmse | T T ] i -
3. PHONE 310-443-5244 exT 1172 m. Semen {x Directed X X X X X X X X ‘
B e e e ———— _Ix Plnuny'muus___ o e e - R et
7.ENTER CORRECTIONS TO ITEM 6 b. PHONE i T
n. Skin
 o.SomatcCell | |Autologous | | T - T T ‘
Therapy .| Family Related ‘
_Products " | Allogeneic =% . SN R I S SR SN S SEEE |
8. U.S. AGENT p. Tendon
"q.Umbilical [ Autologous T T T T .
Cord Blood [ Family Related | |
e | Allegeneic - SN S el M N BN U N ]
i
a. E-MAIL 1. Vascular Graft

FORM FDA 3356 (4/08)



