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

legal name or acheal lecation in tem 4, and any changes in your mailing address in item
&. Print all entries and make all corrections in red ink, if possible. Ender your phonea
numiber in item 8.3 and the phone number of your actual location in item 4.1, Sign the
form and return 1o FDA, After validation, you will receive your Official Registration for the
SMSLING year,

|ENTER ALL CHANGES IN RED INK AND CIRCLE.

4. LEGAL NAME AND LOCATION (Include legal name, number and strest, city, state,
country, and post office code)

South Bend Medical Foundation, Inc.

118 W. Edison Road
Mishawaka, IN 46545-3143

4.1 PHOME  574-273-8879

BLOOD ESTABLISHMENT REGISTRATION AND PRODUCT LISTING

PLEASE READ INSTRUCTIONS CAREFULLY. Be sure to indicate any changss in your

1. REGISTRATION NUMBER
FEL 3000204209

CFM: 1835281
2, U.5. LICENSE NUMBER
248

3. REASON FOR SUBMISSION
A R ANNUAL REGISTRATION
2] IMITIAL REGISTRATION

3[ ] GHANGE IN INFORMATION

FOR FDA USE ONLY #H

af the Act (Title 21, United States Code 33.3(a))

Thiz form is authorized by Sectiona 510(h). (j) and 704 of the Federal Food, Drug, and Sosmetic
Act (Tille 21, United States Code 380(b), {j) and 374). Failure 1o report this infarmaition is a
vialation of Section 301(7 and {p) of the Act (Title 21, United Sfates Code 331{f) and (p}) and can
result in & fine of up to $1,000 or imprieonment up to one year or both, pursuant o Section 303(a)

DISTRICT QFFICE:  Detroit
VALIDATED BY FDA! 30-NOV-20089
FRINTED BY FDA:  (02-13EC-2009

8. TYPE OF OWNERSHIP
A ] BINGLE FROFRIETORSHIF
2[] PARTNERSHIP
kS CORPORATION  profil
4[] COOPERATIVE ASSOGIATION
5| | FEDERAL [nan-military)
sl Us MLITARY
T[] sTaTE
| COUNTYMUNICIPALHOSPITAL AUTHORITY
#_| OTHER (Specity) -

non-prafity

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

10. TYPE ESTABLISHMENT (Check sl boxas that dascribe routing or aulekagous operations )

0] COMMUNITY (HON-HOSPITAL) BLOOD BANK
2[] HOSPITAL BLOOD BANK
al | PLASMARHERESIS CENTER
4[] PRODUCT TESTING LABORATORY
& INDEFEMDENT
_ ASSOCIATED WY COMMUNITY ar HOSPITAL BLOOD BANK
5[ | HOSFITAL TRANSFUSION SERVICE
A APPROVED FOR MEDICARE REIMBURSEMENT
____NOT APFROVED FOR MEDICARE REIMBURSEMENT
&[] COMPONENT PREPARATION FACILITY

Thf| COLLECTION FACILITY 248

B|_| DISTRIBUTION CENTER ,[ U LK-ENSE HUMBER OF FARENT FFod
8] BROKERWAREHOLISE

10] | OTHER (Specify) -

6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if
applicabie, number and strest, city, state, country, and post office code)

South Bend Medical Foundation, Inc,

ATTN: Robert J. Tomec, MD

530 N. Lafayette Boulevard

South Bend, TN 46601-1098

11. PRODUCTS
[X] X [x]
ALl EEMEIC AUTOLOGOLE DIRECTED
WHOLE BLOOD
RED BLOOD CELLS (RBC)
RBC FROZEM
| REC DEGLYCEROLIZED
RBC REJUINEMHATED
REC REJUVENATED FROZEN

RBC REJUVENATED DEGLYCEROLIZED

CRYOPRECIPITATED AHF

7. U5, AGENT {Include name, institution name If applicable, number and stresl, city,
state, and zip coda)

7.1 E-MAIL ADDRESS
7.2 PHONE

PLATELETS

LEUKOCYTESHGRANULOCYTES

| PLASMA

PLASMA CRYOPRECIPITATE REDUGCED

FRESH FROZEN PLASMA

LIGUID PLASMA

THERAFEUTIC EXCHAMGE PLASKMA
SOURCE LEUKOCYTES

SOURCE PLAZMM

8. REPORTING OFFICIAL"
g1 TYPED NAME LR obert ). Tomee, MD

8.2 E-MAIL ADDRESS  rlomeci@sbmlorg
8.3 PHOME 574-234-4176 8.4 DATE [3 IS lo 01

RECOVERED PLASMA
BLOGD PRODUCTS FOR DIAGNOSTIC USE

BLOGD BANK REAGENTS

OTHER

MARUAL | AUTOMATED| PREPARE (LEUKOCYTES| IRRADIATED | 8TORE and
APHERESIS | APHERESIS RECUCED DESTRIEUTE
| o OTHERS

43 (4 5 45 1.8)
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