FORM APPROVED: OME No. 0910-0052. Expiration Dale; February 2§, 2012 S¢e Instructions for OMB Stalement.

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

BLOOD ESTABLISHMENT REGISTRATION AND PRODUCT LISTING

1. REGISTRATION NUMBER
FEL 1070402
CFN: 1070402

3. REASON FOR SUBMISSION
1§/ ANNUAL REGISTRATION
2 [ INITIAL REGISTRATION

FOR FDA USE QNLY 6

2. U.5. LICENSE NUMBER
1836

.3 D CHANGE IN INFORMATICN

DAL

PLEASE READ INSTRUCTIONS CAREFULLY. Be sure 1o indicale any changes in your
legal name or aclual location in item 4, and any changes in your mailing address in item
&. Print all entries and make all corrections in red ink, if possible. Enter your phone
number in item 8,3 and the phone number of your actual location in item 4.1. Sign the
form and redurn to FDA. After vatidation, you will receive your Official Registration for the
ensuing year.

ENTER ALL CHANGES IN RED INK AND CIRCLE.

Act (Title 21, United States Code 360(b), {j} and 374}. Failure to report this information is a
violation of Section 301{f) and {p) of the Act (Title 21, United States Code 331(f) and (p)) and can
result in a fine of up 1o $1,000 or imprisonment up to one year or both, pursuant to Section 303(a)

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

DISTRICT QFFICE:  Cincinnati
VALIDATED BY FDA: (}1-JAN-2010
PRINTED BY FDA:  05-JAN-2010

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

Kentucky Blood Center, Inc.

3121 Beaumont Centre Circle
Lexington, KY 40513-1709

4.1 PHONE  859-276-2534

5 E)'FHEER NAMES USED AT THIS LOCATION (Include trade name, doing-business-as,
previous names, and other firms co-localed. if applicable, include registration number.)

Kentucky Blood Center

9. TYPE OF OWNERSHIP
1] SINGLE PROPRIETORSHIP
2[} PARTNERSHIP
3K/} CORPORATION B
4[] COOPERATIVE ASSOCIATION
5[] FEDERAL (non-mifitary)
6] u.s MILITARY
7l staTE
BT COUNTYIRUNIGIPALIHOSPITAL AUTHORITY
[ 1 OTHER (Specify) :

profit non-profity

10. TYPE ESTABLISHMENT (Check all boxes that describa routine or autelogous operations )

A @ COMMUNITY {(NON-HOSPITAL) BLOQD BANK
2[F HOSPITAL BLOGD BANK
3[_] PLASMAPHERESIS CENTER
.4D PROBUCT TESTING LABORATORY

a INDEPENDENT

___ ASSOCIATED W/ COMMUNITY or HOSPITAL BLOOD BANK

ASD HOSPITAL TRANSFUSICN SERVICE

4. APPROVED FCR MEDICARE REIMBURSEMENT

NCT APPROVED FOR MEDICARE REIMBURSEMENT

60 COMPONENT PREPARATION FAGILT
.TU GCOLLECTION FACILITY
.BD DISTRIBUTION CENTER

8[_] BROKERIWAREROUSE
Ae[] OTHER (Specify) :

W}
U5, LICENSE NUMBER OF PARENT FIRM

6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if
applicable, number and shrest, city, state, couantry, and post office code}
Kentucky Blood Center, Inc,
ATTN: Debra Bowman, Director of Quality Assurance
3121 Beaumont Centre Circle
Lexington, KY 40513-1709

7. .8, AGENT (Include name, institution name if applicable, number and street, city,
state, and zip code)

7.1 E-MAIL ADDRESS
7.2 PHONE

8. REPORTING OFFICIAL'S SIGNATURE

8.1 TYPED NAME  Debra Bowman, Director of Quality Assurance
8.2 E-MAIL ADDRESS  dbowman@kybloodcenter.org
8.3PHONE 859-519-3717 8.4 DATE

H.pRODUCTS oot s Artatn] T SR T | R | T | S
X X} 10 OTHERS

ALLOGENEIC ~ AUTOLOGOUS DIRECTEDR N (2) &) [&)] 5 8 D [8:3] 9
WHOLE BLOOD 1 x p:4 X
RED BLOOD CELLS (RBC) 2 X X X
RBC FRGZEN rg X h:4 X
RBC DEGLYCEROLIZED 4 X X X
RBC REJUVENATED 5 .4 X X
RBC REJUVENATED FROZEN 8 X X X
RBC REJUVEMATED DEGLYCEROLIZED 7 X X X
CRYOPRECIPITATED AHF 8 X X X
PLATELETS 9 X X X
LEUKOCYTES/GRANULOCYTES 0 X X
PLASMA 1 _
PLASHA CRYOPRECIFITATE REDUCED 12 X
FRESH FROZEN PLASKMA 13 X x
LiQUID PLASMA 14
THERAPEUTIC EXCHANGE FLASHA 15
»éa.LfRCE LEURQCYTES 16
SOURCE PLASMA 17
RECOVERED PLASMA 18 X X
BLOOD PRODUCTS FOR DIAGHOSTIC USE 18 )
BLOOD BAMNK REAGENTS 20
OTHER 2%

FORM FDA 2820 (11/2000} PREVIOUS EDITION IS OBSOLETE




FORM APPROVED: GMB tlo. 6910-0052, Explration Date: Febtuary 29, 2012, See instrutions for ORB Statement.

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

BLOOD ESTABLISHMENT REGISTRATION AND PRODUCT LISTING

PLEASE READ INSTRUCTIONS CAREFULLY. Be sure fo indicate any changes in your
legal name or actual location in itern 4, and any changes in your mailing address in item
8. Print all entries and make all corrections in red ink, if possible. £nter your phone
number in item 8.3 and the phone number of your actual Jocation in jtem 4.1. Sign the
form and returnt to FDA. After validation, you will receive your Official Registration for the
ensuing year.

ENTER ALL CHANGES IN RED INK AND CIRCLE.

FEL 3007689681
CFN:

1. REGISTRATION NUMBER

3. REASON FOR SUBMISSION
157 ANRUAL REGISTRATICH
2] INITIAL REGISTRATION

FOR FDA USE ONLY &t

2. U.5. LICENSE NUMBER
1836

3} CHANGE IN INFORMATION

[ ERINITANL

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

This form is authorized by Sectiens 510{1), (j} and 704 of the Federal Food, Dsug, and Cosmetic
Act (Tille 21, United States Code 380(bj}, () and 374). Failure to zeport this information is a
violation of Section 301(R and (p} of the Act (Title 21, United States Code 331(f) and (p}} and can
result in a fine of up to $1,000 or impriscnment up to one year or both, pursuant to Section 303(a}

DISTRICT OFFICE:  Cincinuati
VALIDATED BY FDA: O1-JAN-2010
PRINTED BY FDA: 05-JAN-2010

§. TYPE OF OWNERSHIP

A4 LEGAL NAMEAi‘\I{—JLOEATION (include fegal name, number and streel, cily, state,
couniry, and post office code)

Kentucky Blood Center, Inc.
3130 Maple Leaf Dr.
Lexington, KY 40509

4.1 PHONE  §59-327-3223

5. OTHER NAMES USED AT THIS LOCATION (Include lrade name, doing-business as,
previous names, and olher firms co-localed. If applicable, include registration numbar.)

Kentucky Blood Center - Andover

1] SINGLE PROPRIETORSHIP
.2[7] PARTHERSHIP

35 CORPORATION  profit___
4l ] COOPERATIVE ASSOCIATION
5[] FEDERAL (non-military)

B[ US MILITARY

7 sraTe

&1 1 COuNTYRIUNICIPAUHOSPITAL AUTHORITY
017 OTHER (Specity) -

nnn-pmﬂ&

10. TYPE ESTABLISHMENT (Check ali boxes that describe rouline or autalogous operations.)

AL} cOMMUNITY (HOH-HOSEITAL) BLOOD BANK
2[] HoSPITAL BLOOD BANK
.3[] PLASMAPHERESIS CENTER
4[] PRODUCT TESTING LABCRATORY
a.__ INDEPENDENT
__ ASSOCIATED W/ COMMUNITY or HOSPITAL BLOOD BANK
51] HOSPITAL TRANSFUSION SERVIGE
8. APPROVED FOR MEDICARE REIMBURSEMENT
___ NOT APPROVED FOR MEDICARE REIMBURSEMENT
6] COMPONENT PREPARATION FAGILITY

7871 COLLECTION FACILITY
8[] DISTRIBUTION CENTER

a[ ] BROKERWAREHCUSE
jo[ ] OTHER (Specify):

J U8 (ICENSE NMUMBER OF PARENT FIRM

8. MAILING ADDRESS OF REPORTING OFFICIAL {Include instilution name if
applicable, number and street, city, state, country, and post office code)
Kentucky Blood Center, Inc.
ATEN: Debra D, Bowman
3121 Beaumeoent Centre Circle
Lexington, KY 40513

COLLECT

. PRODUCTS
X X (Xl
ALLOGENEIC  AUTOLOGOUS DIRECTED &)

TAANUAL | AUTOMATED] PREPARE |LEUKGGYTES| IRRADIATED DONOR TEST SITORE and
APHERESIS | APHERESIS REDUCED RETESTED DISTRIBUTE
to OTHERS

(2) 3 4 &3] (&) (N (8) 9}

-

WHOLE BLOOD

7. U8, Aaﬁ? (Include héme, institution name if appli;:;argi:;,’ﬁdmber and street, city,
state, and zip code)

7.1 E-MAi. ADDRESS
7.2 PHONE

8. REPORTING OFFICIAL'S SIGNATURE

8.1 TYPED NAME Debra D. Bowman
8.2 -MAIL ADDRESS  dbowman@kybloodcenter.org
83 PHONE 859-519-3717 8.4 DATE

RED BLOOD CELLS (RBC) 2 ]
REC FROZEN o 3
RBC DEGLYCEROLIZED 4
REC REJUVENATED 5 _
RBG REJUVENATED FROZEN 5
RBG REJUVERATED DEGLYCEROLIZED 7k
CRYGPRECIPITATED AHF B
PLATELETS 0
LEUKOGYTES/GRANULOCYTES 10
PLASMA 1
PUASMA CRYGPRECIFITATE REDUCED 12
FRESH FROZEN PLASMA 13k
LIQUID PLASMA 14
THERAPEUTIC EXCHANGE PLASMA 5 ]
SOURCE LEUKOCYTES 18
SOURCE PLASMA 17 |
' RECOVERED PLASMA 18]
BLOOD PRODUGCTS FOR DIAGHOSTIC USE 18
| "BLOOD BANK REAGENTS 20|

FORM FDA 2830 (112000} PREVIOUS EDITION 15 OBSOLETE




FCORM APPROVED: OB No. 6910-0052 Expiration Date: February 22, 2012, See instiuclions fer ORB Slatement.

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

BLCOOD ESTABLISHMENT REGISTRATION AND PRODUCT LISTING

FEE 1048401
CFN: 1048401

1. REGISTRATION NUMBER

3. REASON FOR SUBMISSION
1R ARNUAL REGISTRATION
2] HuTIAL REGISTRATION

FOR FDA USE ONLY 2s

2. U.5, LICENSE NUMBER
1836

PLEASE READ INSTRUGTIONS CAREFULLY. Be sure to indicate any changes in your
legal name or aclual location initem 4, and any changes in your mailing address in iterm
6. Print all eniries and make all corrections in red ink, If possible. Enter your phane
number in item 8.3 and the phone number of your actual lecation in item 4.1. Sign the
form and return to FDA. After validation, you wil receive your Official Registration for the

3 u CHANGE IN INFORMATION

ATV

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

This form is authorized by Sections 510{b), () and 704 of the Federal Food, Drug, and Cosmetic
Act (Title 21, United States Code 360(b), (j} and 374). Fai{ure to report this information is a
victallon of Section 301(f) and {p) of the Act (Title 21, United States Cede 331(f) and (p)) and can
result in 2 fine of up to $1,000 or imprisonment up fo one year or boti, pursuant to Section 303(a)

DISTRICT OFFICE:  Cincinnati
VALIDATED BY FDA: 01-JAN-2010
PRINTED BY FDA: 05-JAN-2010

ensuing year.
ENTER ALL CHANGES IN RED IN_K AND CIRCLE.

4, LEGAL NARE AND LOGATION 'ain)c'iu;.lé legal name, rumber and sfreet, city, stale,
country, and post office code}

Kentucky Blood Center, Inc.

120 South Hishway 27, Suite 4
Somerset, KY 42501-1779

41PHONE 006-679-7413

5. OTHER NAMES USED AT THIS LOGATION (Include trade name, doing-business-as, |
previous names, and other firms co-located. |E applicable, Include registration number.)

Kentucky Blood Center
Kertucky Blood Center - Somerset

9. TYPE OF OWNERSHIP
1] SINGLE PROPRIETORSHIP
2{7) PARTNERSHIP
K/ CORPORATION
4[] COOPERATIVE ASSOCIATION
5[] FEDERAL (non-military)
60 ] Us MLITARY
7] sTATE
2] counTYIMUNICIPALHOSPITAL AUTHORITY
8] OTHER (Specify) :

profit__ non-profitd

10. TYPE ESTABLISHMENT (Chack all boxes ihat describe routine or autologous operalions.)

AL coMMuHITY (NOH-HOSPITAL) BLOOD BANK
2[] HOSPITAL BLOOD BANK
[} PLASMAPHERESIS CENTER
4[_} PRODUCT TESTING LABORATORY
4. |NDEPENDENT
__ ASSOCIATED W/ COMMUNITY or HOSPITAL BLOOD BANK
5[] HOSPITAL TRANSFUSION SERVICE
A _ APPROVED FOR MEDICARE REIMBURSEMENT
. _NOT APPROVED FOR MEDICARE REIMBURSEMENT
61 COMPONENT PREPARATION FACILITY
75/] COLLECTION FACILITY 1836
&[_1 DISTRIBUTION CENTER J 5. LICENSE HUMBER OF PARENT FIRM
8"} BROKERAWAREHOUSE
0[] OTHER (Speity) :

11. PRODUCTS
X (X

ALLOGENEIC AUTOLOGOUS

COLLEGT

DIRECTED 18 Y

STORE and
DISTRIBUTE
t0 OTHERS

7} (8) (9)

DONOR
RETESTED

MANUAL TEST
APHERESIS

AUTOMATEDY PREPARE LEUKOCYTES IRRADIATED
APHERESIS REDUCED

(2 &) (4 {5 (8}

5. MAILING ADDRESS OF REPORTING OFFICIAL (Includs Instilution name if
applicable, number and street, city, state, country, and post effice code)

WHOLE BLCOD

Kentucky Blood Center, Inc.
ATTN: Debra Bowman, Director of Quality Assurance

RED BLOOD CELLS {(RBC})

RBC FROZEN

3121 Beaumant Centre Circle

RBC DEGLYCEROLIZED

Lexington, KY 40513-1709

RBC REJUVENATED

RBC REJUVENATED FROZEN

RBC REJUVENATED DEGLYCEROLIZED

CRYCPREGIPITATED AHF

T__U_SAéENT {Include name, insliluiia.ﬁ namae if applicable, nl_l;l’:!bér and slrest, cily,

{@E~ |] 4 | =W N

PLATELETS

state, and zip code)

LEUKOCYTESIGRANULOCYTES 10

—_
—

PLASMA

PLASIIA CRYOPRECIPITA'}E REDUCED

7.1 E-MAIL ADDRESS
7.2 PHONE

FRESH FROZEN PLASMA

LIQUID PLASMA

THERAFEUTIC EXCHANGE PLASKA

SOURCE LEUKQCYTES

SOURCE PLASMA

8. REPORTING OFFIGIAL'S SIGNATURE

8.1 TYPED MAME Debra Boswnian, Divector of Quality Assuratice
8.2 E-MAILADDRESS  dbowman(@ikybloodeenter.org

RECOVERED FPLASMA

BLOCD PRObUCTS FOR DIAGHOQSTIC USE

BLOOD BAMNK REAGENTS

OTHER 21

8.3 PHONE 859-519-3717 8.4 DATE

FORMFDA 2830 {1%2000) PREVIOUS EDITIOH IS OBSOLETE




FORM APPROVED: OMB Ho. 0210-00%2. Erpiration Dats: February 20, 2012, See instruttions for OMB Statement

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

BLOOD ESTABLISHMENT REGISTRATION AND PRODUCT LISTING

1. REGISTRATION NUMBER
FEL 1000220419
CFN: 1529149

3. REASON FCR SUBMISSION
AR ANNUAL REGISTRATION
2 |__i IRHTIAL REGISTRATION

FOR FDA USE ONLY #

2.U.5, LICENSE NUMBER
1836

3{ ] CHANGE IN INFORMATION

BRI

PLEASE READ INSTRUCTIOMS CAREFULLY. Be sure to indicate any changes in your
legat name or actual location in item 4, and any changes in your mailing address in item
3. Print all entres and make all corrections in red ink, if possible. Enter your phone
number in item 8.3 and the phone number of your aciual location in ftern 4.1, Sign the
form and return fo FDA. After validation, you will receive your Official Regisiration for the
ensuing year.

ENTER ALL CHANGES IN RED INK AND CiRCLE,

of the Act (Title 21, Uniled Stales Code 33.3(a)).

This ferm is authorized by Sections 510(b}, (j} and 704 of the Federat Food, Drug, and Cosmetic
Act (Title 21, Uniled States Code 360(b}, (j) and 374). Failure lo report this information is a
violation of Section 301(f) and (p} of the Act (Title 21, United States Code 331(f) and (p)} and can
resull in a fine of up to $1,000 or imprisonment up fo one year or both, pursuant to Section 303(a)

DISTRICT OFFICE:  Cincinnati
VALIDATED BY FDA: (1-JAN-2010
PRINTED BY FDA: 05-JAN-2010

9. TYPE OF OWNERSHIP

4. LEGAL HAME AND LOCATION iiﬁblude legal name, number and stfeei: city, state,
counfry, and post office code)

Kemucky Blood Center, Ine.

472 South Mayo Trail
Pikeville, KY 41501

4.1 PHONE  606-432-4979

& OTHER NAMES USED AT THIS LOCATION (nclude trade name, doing-business-as,
previous names, and otter firms co-located. If applicable, include registration number.)

Kentucky Blood Center - Pikeville

[ ] SINGLE PRCPRIETORSHIP
2| ] PARTNERSHIP

3K/} CORPORATION  profit___
4} COOPERATIVE ASSOCIATION
5[ ] FEDERAL (non-military)

&[] us. MILIFARY

7] sTaTE

8[| COUNTYUNICIPALHOSPITAL AUTHORITY
o[ ] OTHER (Specify) :

nanvproﬁh[_

10. TYPE ESTABLISHMENT (Check all boxes that describe rouline or autologous operalions.)

A1 COMMURNITY (HON-HOSPITAL) BLOOD BANK
2[C] HOSPITAL BLOOD BANK
3[J PLASMAPHERESIS CEHTER
4[] PRODUGT TESTING LABORATORY
a. ___ INDEPENDENT
- ABSOCIATED W/ COMMUNITY or HOSPITAL BLOGD BANK
511 HOSPITAL TRAMSFUSION SERVICE
3. APPROVED FOR MEDICARE REIMBURSEMENT
____NOT APPROVED FOR MEDICARE REIMBURSEMENT
&|7] COMPOHENT PREPARATIOH FACILITY

78I COLLECTION FACILITY
8] DISTRIBUTION CEHTER J

0[] BROKERMWAREHQUSE
6l ) OTHER {Spacify) :

1838

U.S. LICENSE HUMBER OF PARENT FIRKM

6. MAILING ADDRESS OF REPORTING OFFICIAL (Include Institution name if
applicable, number and street, cily, state, couniry, and post office code)
Kentucky Blood Center, fnc.
ATTN: Debra Bowman, Director of Quality Assurance
3121 Beaumont Centre Circle
Lexington, KY 405§3-1709

11. PRODUCTS COUECT
X X xi
ALLQGENEIC  AUTOLOGOUS DIRECTED (1}

IRRADIATED TEST

MAMUAL |AUTOMATED] PREPARE |LEUKCCYTES DOHOR STORE ard
APHERESIS | APHERESIS REDUCED RETESTED DISTRIBUTE
1o OTHERS
(2 (8] (4} {5} {6} N {8) 9

-

WHOLE ELOOD

RED BLOOD GELLS (RBC)

RBC FROZEN

RBC DEGLYCEROLIZED

RBC REJUVENATED

RBC REJUVEHATED FROZEN

RBC REJUVEMATED DEGLYCERQLIZED

CRYQPRECIPITATED AHF

7. 0.8, AGENT (Include name, inslitution name If applicable, number and strest, city,
state, and zip code}

7.1 E-MAIL ADDRESS
7.2 PHONE

wle|~id O j&s Wik

PLATELETS

LEUKOGCYTESIGRANULOCYTES

PLASMA

EASMA CRYOPRECIiDITATE REOUCED

FRESH FROZEMN PLASMA

LIQUID PLASMA

THERAPEUTIC EXCHANGE PLASMA

SOURCE LEDKOCYTES

SOURCE PLASMA

8. REPORTING OFFICIAL'S SIGNATURE

8.1 TYPED MAME Debta Bowman, Director of Quality Assurance
8.2 E-MAIL ADDRESS  dbowman@kybloodeenter.org
8.3 PHONE R859-519-3717 8.4 DATE

RECOVERED PLASMA

BLOOD PRODUCTS FOR DIAGNOS-TIC USE

BLOOD BANK REAGENTS

OTHER

FORM FDA 2530 (1172000} PREVICIFS EDITION IS OBSOLETE




