Sea Raversa for OMB Statemant. FORM APPROVED: OME Mo. 0910-0463. Expiratlion Data: July 31, 2007

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

(Sae revarsa side for insiruchions)

ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES,
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps) Fe:: 2073862

1. REGISTRATION NUMBER
(Fiald Establishmant idantiliar):

2. REASON FOR SUBMISSION VALIDATION-FOR FDA USE ONLY
a. [_] INITIAL REGISTRATION / ISTING
b. B/ ] ANNUAL REGISTRATION / LISTING
c. ] CHANGE IN INFORMATION
o. [ ] nacTive

PART I - ESTABLISHMENT INFORMATION

PART II - HCT/P INFORMATION

3. OTHER FDA REGISTRATIONS

a. BLOOD FDA 2830 NO.
b. DEVICE FDA 2891 NO.
c. DRUG FDA 2656 NO.

10. ESTABLISHMENT FUNCTIONS:

] Recoven TEST

D LABEL

4. PHYSICAL LOCATION {include legalname, number and streel, cily, slale, couniry, and
post office coda)

Cedars-Sinai Medical Center |
Department of Pathology and Laboratory Medicine

m SCREEN PACKAGE STORE D DISTRIBUTE
11. 12. HCT/Ps 13.
TYPES OF HCT/Ps REGULATED
i DESCRIBED IN AS MEDICAL PROPRIETARY NAME(S)
" 21 CFR 1271.10 DEVICES, DRUGS OR

BIOLOGICAL DRUGS

8700 Beverly Blu;evard, Room 3719 B SO
Los Angele
ngeles, CA 90048 . Cartiags
C. Comsa
a. PHONE (310) 423-5335 d. Dura Mater
5. ENTER CORRECTIONS TOITEM 4
8. Embryo
f. Fascia
Q. Hear Valve
6. MAILING ADDRESS OF REPORTING OFRCIAL {Include inslitulion name if applicabla, .
number and slresl, cily, stale, counlry, and posl office code) h. Ligament
I, Oocyte
j- Pericardium
k. Paripheral Blood
Stam Calls
a. PHONE 1. Sclera
7. ENTER CORRECTIONS TO ITEM G
m. Semen
n. Skin
0. Somatic Cells
8. U.S. AGENT
P Tendon
q Umbilical Cord
a. EMAIL ADDRESS j Blood Stam Calls
b. PHONE r. Vascular Graft
8. REPDRTING IAL'S SIGNATURE &
cu Q G"i '
a. TYPED N ahul B. Amin, M.D. t
b. E-MaIL aporess AminM@cshs.org u.
| w2 lulos
c. irLe Chairman, Pathology/Lab Med 4. paTe V.
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