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DEPARTMENT QOF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

PLEASE READ INSTRLUCTIONS CAREFULLY. Be sure foindicate any changes in your
legal name or actual location in item 4, and any changes in your mailing addrass in item
&, Print all entries and make all comections in red ink, if possible. Enter your phane
nurnber in itern 8.3 and the phone number of your actual location in item 4.1, Sign the
form and return o FOA. After validation, you will recaive your Officzal Registration for the

BLOOD ESTABLISHMENT REGISTRATION AND PRODUCT LISTING

| 1. REGISTRATION MUMBER

FEL: 1872515
CFN: 1872515
| 2. U.5. LICENSE NUMBER
| 248

3. REASON FOR SUBMISSION
A1 ] ANNUAL REGISTRATION

| 2| | INITIAL REGISTRATION

| .3k CHANGE IN INFORMATION

(k]

FOR FDA USE OMLY

| Act (Title 21, United States Code 380(b), () and 374). Failure fo report this information s a
| wialation of Section 301(R and (p} of the Act (Tile 21, Uniled States Code 331{f) and (p)) and can

This form is autharized by Sections 510(b), {j) and 704 of the Fedaral Food, Drug, and Cosmetic
DISTRICT OFFICE:  Detroit

WALIDATED BY FDA: 20-FER-2010
FRINTED BY FDA:

result in a fine of up to $1,000 or impriscnmeant wp to one year or both, pursuant to Section 203{a)

ENSUing year

of the Act (Tifle 21, United States Code 33 3(a)).

O1-MAR-2010

9, TYPE OF OWHNERSHIP

ENTER ALL CHANGES IN RED INK AND CIRCLE.

4. LEGAL NAME AND LOGATION (Include legal name, number and straet, city, stata, a1

ZINGLE PROPRIETCRSHIP

10. TYPE ESTABLISHMENT {Check all baxes thal describe rauline or autologous cperations.)

AL coMMUNITY [HOMN-HOSPITAL) BLOOD BANK

PLASMA CRYOPRECIFITATE REDUCED
FRESH FROZEN PLASMA
LICFID FLASKA

8.2 E-MAIL ADDRESS  rtomeci@sbmf,org

83PHONE 574-234-4176 8.4 DATE

THERAPELITIC EXCHANGE PLASMA
7.1 E-MAIL ADDRESS SOURCE LEUKOCYTES 15 B
7.2 PHONE e I A Y | SOURCE PLASMA 7
8. REPORTING OFFICIAL'S SIG| E {: BECONEHELT ELASMA 18
BLOOID PFRODUCTS FOR DIAGMOSTIC USE 1%
BLOOD BANK REAGENTS 20 [
8.1 TYPED NAME Robert I. Tomec, MD | DTHER 2 |

couniry, and post office coda) 2| | PARTHNERSHIP 25/ HOSPITAL BLODD BANK
3RS CORPORATION  profit non-profit 3| PLASMAPHERESIS CENTER
South Bend Medical Foundatiun, Ine. 4] COOPERATIVE ASSOCIATION 4 PRODUCT TESTING LABORATORY
i & FEDERAL {non-military) a. INDEPENDENT
E[I'%hﬁ"r ?E“E'iﬂl Hgsmtal Blood Bank SR ASSOCIATED Wi COMMUNITY or HOSPITAL BLOOD BANK
! ds m':';lﬁ?if 1329 e T 5| | HOSPITAL TRANSFUSION SERVICE
Elkhart, = -f LI STATE 3. APPROVED FOR MEDICARE REIMBURSEMENT
81 COUNTYMUNICIPALHOSPITAL AUTHORITY ROT APPROVED FOR MEDICARE REIMBURSEMENT
8| OTHER (Specify] : & COMPONENT PREFARATION FACILITY |
7| | COLLECTION FACILITY . 948
4.1PHONE 574-295-6160 Al | DISTRIBUTICN CENTER | WS LIGENSE NUMBER OF PARENT FRM
5. OTHER NAMES UISED AT THIS LOCATION (Includa trade name, daing-business-as, A bl S
prendous names, and ather firms co-located. If applicable, include registration number. ) A0l | OTHER (Specdy) -
3 £k I .h'lﬂ.l"ll.i-'lL ] "\Uf"}HIﬁTED. FRé‘ARE LELEDCYTES | IRRADIATED DOHOR TEST STORE and
(LTIERCIDLT e COLLBCT | vernsis | APHERESIS REDLICED RETESTED CESTRIBLITE
X x ¥ o ATHERS
ot o : ALLOGENEK:  AUTCAOGOUS  [CHRECTED i1 12 3 4 05 ] (n L4 L
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if -
applicable, number and street, city, state, country, and post office coda) | WHOLE BLOOD 1 X ‘
South Bend Medical Foundation, Inc. | HED RLADC Gl e Z = | x
ATTN: Robert J. Tomec, MD (IEtEC R HUIAEE 3
530 N. Lafayette Boulevard e L 1 H L.
South Bend, IN 46601-1098 | REC REJUVENATED 5 B
REC REJUVENATED FROZEN P [
REC REJUVENATED DEGLYCEROLIZED 7
CRYOPRECIFITATED AHF a X
7. U.5. AGENT (Include nams, institufion name if applicable, number and sirest, city, PLATELETS - x
SISIREATL S Pon A LEUKOCYTES/GRANULOCYTES 10
PLASMA 11

FOiRM FIDWA 2830 {11:2000) PREVIOUS EINTION IS OBSOLETE




