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DEPARTMENT OF HEALTH AND HUMAN SERVICES 1. REGISTRATION NUMBER 2. REASON FOR SUBMISSION VALIDATION--FOR FDA USE ChLY 4
PUBLIC HEALTH SERVICE (Field Establishment identifier) a. |:| INITIAL REGISTRATION/ LISTING | VALIDATED BY FDA:07-DEG-2009
FCOD AND DRUG ADMINISTRATION DISTRICT: Dallas
b. ANNUAL REGISTRATI LISTING
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSLES, FEl: 3006042944 X] O/ PRINTED BY FDA:18-DEC-2008
AND CELLUL AR AND TISSUE-BASED PRODUCTS (HGT/Ps) c-[[] CHANGE IN INFORMATION
{See reversa sids for insirctions) d. ] macmve
PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION SR=|EAS|83RF
bR} a o
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT /Ps 593 §§§ 88 E 3
Establishment Functions = RS 14. PROPRIETARY
a. BLOOD FDA 2830 NO. °§m gg’ gemd NAME(S)
b. DEVICES FDA 2891 NO. Types of HCT/Ps Recover | Bcresn | Test | Package | Process| Stors | Label |Bistril 2 Ea E a
7]
74
c. DRUG FDA 2656 NO.
4, PHYS!CAL LOCATION {Include legal name, number and sireel, cify, state, country, and a. Bone X Y X
pos! office cade)
RT1 Boner Services - Texas b, Carl X X X
5489 Blair Road artiage
Daklas, T 523
allas, Texas 75231 c. Comea X x X
d. Dura Maler
O s
a. PHONE  214-443-9279 EXT e. Embryo [} Cirected
b.[ | SATELLITE RECOVERY ESTABLISHMENT L1 Anonymous
(MANUFACTURING ESTABLISHMENT FEI NO, £ Fasal X x X
&.[_] TESTING FOR MICRO-ORGANISMS ONLY - rascia
5. ENTER CORRECTIONS TQITEM 4 g. Heart Vahe X X X
h. Ligament X X X
] [ sie
6. MAILING ADDRESS OF REPORTING OFFICIAL (Includs institution name if applicable, i. Cocyle [ Directed
number and streat, cfly, stale, couniry, and post office code} ] Ancnymous
RTI Donor Scrvices | Paricardium X X X
Alin; Boverly Bliss
11621 Research Circle k. Paripheral EAUTD%)QDUS
. . Blood Stem Family Related
Alachua, Florida 32616 [CJAlogeneic
l. Sclera X X X
[N} Sl_P
a. PHONE 386-418-8888 EXT m. Semen L] Directed
[ ] Ancnymous
7. ENTER CORRECTIONS TOITEM 6 b. PHONE =
n. Skin X X X
a. Somatic Gell  []autologous
Therapy [] Family Related
Praducts []Allogensic
8.U.5. AGENT p. Terdan X X X
4. Umbilical [ Autalogous
Cord Slood [ Family Retated
Stem Cells [ Aloganeic
] a E-MAIL r. Vascular Graft X X X
9. REPORTING OFFICIAL'S SIGNATURE s. Nerve Tissue X X X
gg,.,__%, Eeo\, . 1.
a. TYPED NAME Beverly Bliss "
b. E-MAIL  bbliss@rtix.com
e. TILE  Vice President, RTI Donor Services d. DATE (4-DEC-2009 V.
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