Ses Raversa for OMB Statement

FORM APPROVED: OMB Na. 0910-0469. Expiration Date: July 21, 2007

1. REGISTRATION NUMBER 2. REASON FOR SUBMISSION VALIDATION~-FOR FDA USE ONLY 1
_ummbmﬂﬂwﬂ.ﬂbﬂﬂﬂﬂﬁ%ﬂmﬂw‘ﬂmﬂﬂ”ﬂ_wﬂmsnmw {Fiald Estotifishment (dentilier): a _H_ INITIAL REGISTRATION / LISTING
‘ b.[X] ANNUAL REGISTRATION /LISTING
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES, FEI: 3003347229 N
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps) o.[[] CHANGE IN INFORMATICH
{Ser reverse side for instructions) d. 3 INACTIVE
PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS:
AECOVEA TEST FAOCESS LABEL _
a, BLOOD FDA 2830 NO. a [X|REG ¢[] s [x] e [x] VALIDATED BY FDA:  27-DEC-2003
b Emnmmmz d m_ PACKAGE { _M_mao_“.m f E DISTRIBUTE PRINTED BY FDA:  27-DEC-2003
b, DEVICES FDA 2891 NO. DISTRICT OFFICE: Kansas City
¢. DRUG FDA 2656 NO. . 12 HCT/Ps 13.
HCTIPs AEGULATED
4, PHYSICAL LOCATION (includa legal name, number and street, city, state, countty, and TYPES OF DESCAIBED IN AS MEDICAL PROPRIETARY NAME(S)
post office cods) HCTIPs 21 CFR1271.10 DEVICES, DRUGS, OR
. BIOLOGICAL DRUGS
Heartland Lions Eye Bank
Northwoods Office Compiex a. Bana
5742 N. Broadway -
Kansas City, Missouri 64118 b, Carlilage
_ G Comea X
PHONE B16-454-3454 EXT
d, Dura Matar
5. ENTER CORRECTIONS TG ITEM 4 e, Embryo
i Fascia
o Hearn Valva
£. MAILING ADDRESS OF REPORTING OFFICIAL {includs instilution name if applicable, h Ligament
numher and streel, city, state, country, and post affice coda)} '
Missouri Lions Eye Research Foundation L Dacyle
404 Portland St.
Columbia, Missouri 65201 i Paricardium
FHONE 573-443-1471 EXT K, Peripharal Blood
Stem Cells
I, Sclers X
7. ENTER CORRECTIONS TO ITEM 6 m Semen
n, Skin
o, Somatic Cells
6. LS. AGENT p. Tandon
q. Umbllical Gord
Biood S1am Cells
I Vascular Gralt
a. E-MAIL b. PHONE
9, REPORTING OFFICIAL'S SIGNATURE s.
L
a. TYPED NAME Ronald J. Walkenbach, PhD "
b, E-MAIL rwalkenbach@ mierf.org
c. TITLE Executive Director ¢ DATE 12-DEC-2003 v-

FORM FDA 3356 (8/04) PREVIOUS EDITION IS OBSOLETE.




Sea Reverse for OMB Stalement
FOAM APPROVED: OMSH No, #910-0460. Explration Date: July 31, 2007

DEPARTMENT QF HEALTH AND HUMAN SERVICES
FOOD AND DALIG ADMINISTAATION

{See raverse side for instructions)

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

1. REGISTHATION NUMBER
{Ficid Ezisblishmant idenil

FEi: 3002423143

2, REASCN FOR SUBMISSION

d.[ ] INACTIVE

a[ ] INITIAL REGISTRATION / LISTING
b.[X] ANNUAL REGISTRATION /LISTING
c.[[] GHANGE IN INFORMATION

VALIDATION-FOR FDA USE ONLY 1

PART | - ESTABLISHMENT INFORMATION

PART il - PRODUCT INFORMATION

ARTATOED

3. OTHER FDA REGISTRATIONS

10. ESTABLISHMENT FUNCTIONS:

RECOVER c TEST PROGESS LABEL
a.BLOODFDA2830  NO. 2 [x] [ = [X] 9 [x] VALIDATED BY FOA:  27-DEC-2005
b. DEVICES FDA 2831 NO b Emnmmmz d m_ PACKAGE 1 @mqomm h _Mwa_mqm_m_:m PRINTED BY FDA:  27-DEC-2003
3 A X DISTRICT QFFIGE: Kansas City
c. DRUG FDA 2656 NO. . 2 HCT/Ps .
HCT/Ps REGULATED
4. PHYSICAL LOCATION (include iegal nama, numbsr and streel, clly, stata, counlry, and TYPES OF DESCHIBED IN AS MEDICAL PROPRIETARY NAME(S}
post office coda) HCT/Ps 21 CFR 1271.10 DEVICES, DRUGS, OR
. BIDLOGICAL DRUGS
Heartland Lions Eye Bank
4482 Woodson Rd. |, Bans
Suite 7
St Louis, Missouri 63134 b. Cartilags
c. Comea x
PHONE 314-42B-4373 EXT
d. Dura Mates
5. ENTER CORRECTIONS TO ITEM 4 B, Embryc
£ Fascia
o Hear Valve
6. MAILING ADDRESS OF REPORTING OFFICIAL (includsz Institution name il applicable, h Ligament
number and siroal, city, slale, country, and post office coda) B
Missowri Lions Eye Research Foundation i, Oocyte
404 Portland St.
Columbia, Missouri 635201 I Pericardium
PHONE 573-443-1471 EXT k_ Paripheral Blood
Stam Cells
I, Sclera X
7. ENTER CORRECTIONS TO ITEM & o Saman
n Skin
o Somatic Calls
8. U.8, AGENT p. Tendon
. Umbilica! Cord
Blood Stem Calls
r Vascular Graft
a. E-MAIL b. PHCNE .
8. REPORTING QFFICIAL'S SIGNATURE 5.
1.
a. TYPED NAME Ronald J, Walkenbach -
b. EMAIL twalkenbach@mlerf.org
c. TITLE Exceutive Director d. DATE 12-DEC-2005 v-

FORM FDA 3356 (8/04) PREVIOUS EDITION 15 OBSOLETE.






