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

FLEASE READ INSTRUCTIOMS CAREFULLY. Be sure to indicate any changas in your
legal name or actual location in item 4, and any changee in your meiling address in item
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nurmkser in ibem 8.3 and the phone number of your aciual location in item 4.1, Sign the
form and return to FDA. After validation, you will receive your Official Registration for the
ensuing year,
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4, LEGAL NAME AND LOCATION (Include lagal name, number and strest, city, state,
country, and post office code)

South Bend Medical Foundation, Ine.

Marion Donor Center
330 N. Wabash Avenue
Marion, IN 46952

4.1 PFHONE  705-0662-4630

5. OTHER NAMES USED AT THIS LOCATION {Include trads name, doing-business-as,
previcus names, and other firms co-located, If applicable, include registration number }

BLOOD ESTABLISHMENT REGISTRATION AND PRODUCT LISTING

1. REGISTRATION NUMBER

FEL 3007701926

CFHN:

248

2.U.5.LICENSE NUMBER

3. REASON FOR SUBMISSION
1 k) ANNUAL REGISTRATION
2] IKITIAL REGISTRATION

3] CHANGE IN INFORMATION

FOR FOA USE DMLY Ed

of the Act (Title 21, United States Code 33.3{a)).

This form iz authorized by Sectiona 510(b), (j) and 704 of the Federal Food, Drug, and Cosmetic
Act (Thle 21, United States Code 360(b), ) and 374). Failure to report this infarmation is a
vialation of Section 301(M) and (p) of the At (Title 21, United States Code 3311 and (p)} and can
result in a fine of up to $1,000 or imprisonment up to one year or both, pursuant fo Section 303(a)

DISTRICT OFFICE:  Detroit
VALIDATED BY FDA; 30-MOV-2009
|PRINTED BY FD&: (2-DEC-2009

8. TYPE OF OWNERSHIP
A ] SINGLE PROPRIETORSHIP
2[ ] PARTMERSHIF
Shd CORPORATION  profit
4] COOPERATIVE ASSOGIATION
5| | FEDERAL [non-military)
s UE MILITARY
7[ ] sTaTE
&[] COUNTYMUNICIPAL/HOSPITAL AUTHORITY
#|_| OTHER (Specity] -

nen-prafisg

11. PRODUCTS
X X [
ALLDGEEMEIC AUTCLOEOUE DIRECTED

6. MAILING ADDRESS OF REPORTING OFFICIAL (Include instibution name i
applicabda, number and strest, city, state, country, and post office code)

MAMUAL | AUTOMATED PREPARE |L 5| RRADIATED | DOWOR TEET
APHERESIE | APHERESIS RETESTED CASTREUTE
| to CITHERS

WHOLE BLOGD

state, and zip coda)

7.1 E-MAIL ADDRESS
7.2 PHOME

B.1 TYPED WA
8.2 E-MAIL ADDRESS  rtomec(@sbmf.org |
8.3 PHONE 574-234-4176 b 2l 115 109

10. TYPE ESTABLISHMENT (Check sl boxes that describe rowting or autelogous cperations. )

1] COMMUNITY (NOM-HOSRITAL) BLOOD BANK
2| HoSPITAL BLOOD BANK
3| PLASMAPHERESIS CENTER
4[] PRODUCT TESTING LABDRATORY
2 INDEPENDENT
—__ASSOCIATED Wi COMMUNITY or HOSPITAL BLOOD BAMK
5| HOSPITAL TRANSFUSION SERVICE
8 ___ APPROVED FOR MECICARE REIMBURSEMENT
—__NOT APPROVED FOR MEDICARE REIMBEURSEMENT
6| COMPONENT PREPARATION Fm:lur*r'l
75J] COLLECTION FAGILITY :
8[| DISTRIBUTION CENTER
| 5| BROKERMWAREHOUSE
I A0[_] OTHER [Speity) -

J U.5. LICENSE MUMEER CF PARENT FIRM

STORE and

8

South Bend Medical Foundation, Inc. HED BLCONGELLE (REC) 2
ATTHN: Robert J. Tomec, MD RH- FROCEN ]
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REC REJUVEMATED FROZEM B
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S CRYOPRECIPITATED AHF B
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LEUKOGCYTES/GRANULOCYTES 10|
PLASMA 11 [
FLASME CRYOPRECIFITATE REDUCED 12
FRESH FROZEM PLASMA 13 B
LIOUID FLASKA 14
THERAPEUTIC EXCHANGE PLASMA 15 [48
SOURCE LEUKOCYTES 16 Rl
SOURCE PLASMA, 17 [
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Robert J. Tomee, MD OTHER 21
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