Ben Revers: Tor BWE Satemend
FORM APPACYEL; OME Mo, 0910-0469. Expiration Dale: July 31, 2007

HEML 1. REGISTRATION NUMEER 2. REASON FOR SUBMESSION WAL [DATICH-FOR FDA USE CHNLY ]
DEP"'H%ET,‘% Dnu;m?uvs%m VIGES (Fiekd Eatailshment [denliier): a.[[| IHITIAL REGISTRATICHN f EISTING
. TiE
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES, FEE 000718784 b.[X] ANMUAL REGISTRATION /LISTING
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCTiPs) : e[ ] GHANGE IN INFORMATICHN
{Ses mversa side for natetiansh 4.[ ] INAGTIVE
PART | - ESTABLISHMENT INFORMATION PART {I - PRODUCT INFORMATION
3. DTHER FDA REGISTAATIONS 10, ESTAELISHMENT FUWNGTIONS:
RECOVER TEST ROCESS EL
a, BLOOD FDA 2830 ME # E ¢ e D ® D : g E‘ LAB VALIDATED BY FDA:  12-DEC-2005
d i DISTRIBUTE : = K
b DEVIGES FOA 2831 NGO b EDGHEEN I:lPAGKAGE ESTCIHE h |E| IBLFT! PRINTED BY FDA: .lz.DE(; 2005
CISTRKCT OFFICE: Cincinnati
¢. DRUG FDA 2556 (L1 . 12, HETPS 1a,
HCT/Ps HEGLULATED
4. FH¥SICAL LOCATION (Inckde Jagaf nems, mmbar amd SiBel, ey, shale, coumty, amd TYPES OF BESC A% MEDICAL FROPRIETARY NAME(S)
gt RIBEL K
pesl affes coda) HECTPS 21 &FA 127510 DEVICES, DAUGE. OR
. , BHOLONGICAL DRUGS
Communily Blood Center dba Community Tissue Services
2736 M. Holland-Sylvania Road a, Baria x
Toledn, Ohio 43615
b, Castdage X
PHOWE 419-536-4924 EXT & Comea x
4 DClura Matar
5. ENTER CORRECTIONS TO ITEM 4 & Embryo
f Fascla X
o Hean Yalva X
&. MAILING ADDRESS OF REPORTING OFFICIAL {Irch insifiion nama if appicahle, b Ligamer
Awnbarand sfreal, oy, Skela, cowminy, and post offfice codet - X
Community Blood Center'Community Tissae Services i Oncyle
349 South Main Street
Dayton, Ohin 45402-2715 L Paricardum x
PHORE 937-461-3450 ExT 3288 K, Peripharal Blood
Slermn Galls
1, : Sclora x
7. ENTER CORRECTIONS TO ITEM 6 m, Semen
n. Sidn X
a. Somatic Calls
& U.S AGENT p. Tandon X
a Unibilical Cord
Blood Stem Cells
. Wascular Grait X
a E-MAIL b. PHONE
8, REFORTING OFFICIAL'S SIGNATURE s,
E
a. TYPED NAME Judith E. Woll, MDr m
b. E-MAlL jwoll @chocts.org
. TETLE CRO d. DAFE 29-NOV 2005 *

FORM FOA 2356 (8/04) PREVICUS EDITION 1S OBSOLETE.




See Reverse for OMB Statement
FORM APPROVED: OMB No. 0910-0469. Expiration Date: July 31, 2007

DEPARTMENT OF HEALTH AND HUMAN SERVICES 1. REGISTRATION NUMBER 2. REASON FOR SUBMISSION VALIDATION--FOR FDA USE ONLY 1
FOOD AND DRUG ADMINISTRATION (Field Establishment Identifier): a. D INITIAL REGISTRATION / LISTING
b. ANNUAL REGISTRATION / LISTING
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES, FEI: 3000718784
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps) c.[] CHANGE IN INFORMATION
(See reverse side for instructions) d. D INACTIVE
PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION *30007 18784*
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS:
a RECOVER c TEST e PROCESS g | X |LABEL
a. BLOOD FDA 2830 NO. D D . VALIDATED BY FDA:  12-JAN-2007
b SCREEN d PACKAGE f STORE h DISTRIBUTE PRINTED BY FDA: - -
b. DEVICES FDA 2891 NO. D '02_ FEB_ 2007
DISTRICT OFFICE: Cincinnati
NO.
c. DRUG FDA 2656 11. 12. HCT/Ps 13.
- HCT/Ps REGULATED
4. PHYSICAL LOCATION (Include legal name, number and street, city, state, country, and TYPES OF DESCRIBED IN AS MEDICAL PROPRIETARY NAME(S)
post office code) HCT/Ps 21 CFR 1271.10 DBI|52)/||_CQEGS|CI2\TUDGRSLK3O§
Community Blood Center dba Community Tissue Services
2736 N. Holland-Sylvania Road a, Bone X
Toledo, Ohio 43615
b. Cartilage X
PHONE 419-536-4924 EXT c. Cornea X
d. Dura Mater
5. ENTER CORRECTIONS TO ITEM 4 e Embryo
f Fascia X
g. Heart Valve X
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if applicable, h Ligament
number and street, city, state, country, and post office code) . X
Community Blood Center dba Community Tissue Services i Oocyte
Attn: Judith E. Wall, MD ’
349 South Main Street i Pericardium X
Dayton, Ohio 45402-2715
k. Peripheral Blood
Stem Cells
| Sclera X
PHONE 937-461-3261 EXT ’
7. ENTER CORRECTIONS TO ITEM 6 m Semen
n Skin X
o. Somatic Cells
8. U.S. AGENT p. Tendon X
a. Umbilical Cord
Blood Stem Cells
r Vascular Graft X
a. E-MAIL b. PHONE :
9. REPORTING OFFICIAL'S SIGNATURE S.
t.
a. TYPED NAME Judith E. Woll, MD "
b. E-MAIL  jwoll@cbccts.org
c. TITLE CEO d. DATE 01-DEC-2006 Ve

FORM FDA 3356 (8/04) PREVIOUS EDITION IS OBSOLETE.



See Instructions for OMB Statement

FORM APPROVED: OMB No. 0910-0543. Expiration Date: 7/31/10

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

(See reverse side for instructions)

ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES,
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps)

1. REGISTRATION NUMBER
(Field Establishment Identifier)

FEl: 3000718784

d.[ ] INACTIVE

2. REASON FOR SUBMISSION
a. D INITIAL REGISTRATION / LISTING

b. [X] ANNUAL REGISTRATION / LISTING
c.[ ] CHANGE IN INFORMATION

DISTRICT: Cincinnati

VALIDATION--FOR FDA USE ONLY 1

FONNNT71 0770 A5
VALIDATED By FDA:12/10/07

PRINTED By FDA:12/17/07

PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION % ﬁ ElE ﬁ SIES ﬁ &
c
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT / Ps 5 o] <I_3 % < E é ac 5
. - ) >3 |5023 14. PROPRIETARY
4 BLOOD EDA 2830 NO. Establishment Functions E m 5 rgn @ 5 g 2 @ & NAME(S)
z s> >
b. DEVICES FDA 2891 NO. Types of HCT/Ps Recover | Screen Test |Package | Process | Store Label |Distributg [ Qo g o
4 o}
1
NO.
¢ DRUG FDA 2656 No HCT/ P Specified
4. PHYSICAL LOCATION (Include legal name, number and street, city, state, country, and a. Bone X X X X X X
post office code)
Community Blood Cente_ar dba Community Tissue Services b. Cartiage X X X X X X
2736 N. Holland-Sylvania Road
Toledo, Ohio 43615
c. Cornea X X X
d. Dura Mater
s
a. PHONE 419-536-4924 EXT e. Embryo ] Directed
b.[_] SATELLITE RECOVERY ESTABLISHMENT LJ Anonymous
(MANUFACTURING ESTABLISHMENT FEI NO. f Fascia X X X X X X
[ l:l TESTING FOR MICRO-ORGANISMS ONLY
5. ENTER CORRECTIONS TO ITEM 4 g. Heart Valve X X X
h. Ligament X X X X X X
) Csip
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if applicable, I. Oocyte [] Directed
number and street, city, state, country, and post office code) ] Anonymous
Community Blood Center doa Community Tissue Services' i, Pericardium X X X
Attn: David M. Smith, MD
349 South Main Street k. Peripheral [ ] Autologous
. Blood Stem [ Family Related
Dayton, Ohio 45402-2715 Cells ] Allogeneic
I. Sclera X X X
C]siP
a. PHONE 937-461-3450 EXT 3610 m. Semen % gggg‘yenfous
7. ENTER CORRECTIONS TO ITEM 6 b. PHONE
’ n. Skin X X X X X X
Somati ] Autologous
0- CO:Ta ic [ Family Related
ells []Allogeneic
8. U.S. AGENT p. Tendon X X X X X X
g. Umbilical ] Autologous
Cord Blood ] Family Related
Stem Cells [] Allogeneic
a. E-MAIL r. Vascular Graft X X X
9. REPORTING OFFICIAL'S SIGNATURE S.
t.
a. TYPED NAME David M. Smith, MD u
b. E-MAIL dsmith@cbccts.org
c. TITLE CEO/Medical Director d. DATE 05-DEC-2007 V-

FORM FDA 3356 (9/07) PREVIOUS EDITION IS OBSOLETE.




See Instructions for OMB Statement

FORM APPROVED: OMB No. 0910-0543. Expiration Date: 7/31/10

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

(See reverse side for instructions)

ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES,
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps)

1. REGISTRATION NUMBER
(Field Establishment Identifier)

FEl: 3000718784

2. REASON FOR SUBMISSION
a. D INITIAL REGISTRATION / LISTING

b.[ | ANNUAL REGISTRATION / LISTING
c.[X] CHANGE IN INFORMATION
d.[ ] INACTIVE

VALIDATION--FOR FDA USE ONLY
VALIDATED BY FDA:27-MAR-2008
DISTRICT: Cincinnati
PRINTED BY FDA:27-MAR-2008

1

PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION % ﬁ ElE ﬁ SIES ﬁ &
c
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT / Ps 5 o] <I_3 % < E é ac 5
i i PEZ| FET 500D 14. PROPRIETARY
a. BLOOD FDA 2830 NO. Establishment Functions 5T7 E @ & g 2 @ @ NAME(S)
z s> >
b. DEVICES FDA 2891 NO. Types of HCT/Ps Recover | Screen Test |Package | Process | Store Label |Distribute N Qo g @
4 o}
1
NO.
¢ DRUG FDA 2656 No HCT / P Specified
4. PHYSICAL LOCATION (Include legal name, number and street, city, state, country, and a. Bone X X X X X X
post office code)
Community Blood Center dba Community Tissue Services b. Cartiage X X % % X X
2736 N. Holland-Sylvania Road
Toledo, Ohio 43615
c. Cornea X X X
d. Dura Mater
s
a. PHONE 419-536-4924 EXT e. Embryo ] Directed
b.[ | SATELLITE RECOVERY ESTABLISHMENT L] Anonymous
D(MANUFACTURING ESTABLISHMENT FEI NO. f Fascia X X X X X X
[ TESTING FOR MICRO-ORGANISMS ONLY
5. ENTER CORRECTIONS TO ITEM 4 g. Heart Valve X X X
h. Ligament X X X X X X
) ] s
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if applicable, I. Oocyte L] Directed
number and street, city, state, country, and post office code) ] Anonymous
Community Blood Center dba Community Tissue Services i, Pericardium X X X X X X
Attn: David M. Smith, MD
349 South Main Street k. Peripheral [ ] Autologous
. Blood Stem [ Family Related
Dayton, Ohio 45402-2715 Cells ] Allogeneic
I. Sclera X X X
C]siP
a. PHONE 937-461-3450 EXT 3610 m. Semen e s
7. ENTER CORRECTIONS TO ITEM 6 b. PHONE
' n. Skin X X X X X X
Somati ] Autologous
0. CO:Ta ic [ Family Related
ells []Allogeneic
8. U.S. AGENT p. Tendon X X X X X X
g. Umbilical ] Autologous
Cord Blood ] Family Related
Stem Cells [] Allogeneic
a E-MAIL r. Vascular Graft X X X
9. REPORTING OFFICIAL'S SIGNATURE S.
t.
a. TYPED NAME David M. Smith, MD u
b. E-MAIL dsmith@cbccts.org
c. TITLE CEO/Medical Director d. DATE 20-MAR-2008 V-

FORM FDA 3356 (9/07) PREVIOUS EDITION IS OBSOLETE.




See Instructions for OMB Statement FORM APPROVED: OMB No. 0910-0543. Expiration Date: 8/31/10

DEPARTMENT OF HEALTH AND HUMAN SERVICES 1. REGISTRATION NUMBER 2. REASON FOR SUBMISSION VALIDATION--FOR FDA USE ONLY 1
PUBLIC HEALTH SERVICE (Field Establishment Identifier) a.[ ] INITIAL REGISTRATION/ LISTING | VALIDATED BY FDA:30-DEC-2008
FOOD AND DRUG ADMINISTRATION DISTRICT: Cincinnati
b. ANNUAL REGISTRATION / LISTING
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES, FEl: 3000718784 PRINTED BY FDA:05-JAN-2009
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps) ¢.[L] CHANGE IN INFORMATION
(See reverse side for instructions) d. D INACTIVE
PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION RE|ERE g2
c
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT/Ps k28| 3E8|98E5
: : NE5| 2595323 14. PROPRIETARY
a. BLOOD FDA 2830 NO. Establishment Functions 50%| g @ & g % @ 7 NAME(S)
z <> >
b. DEVICES FDA 2891 NO. Types of HCT / Ps Recover | Screen Test |Package | Process | Store Label |Distributg R Qe % o
» @
o
c. DRUG FDA 2656 NO.
4. PHYSICAL LOCATION (Include legal name, number and street, city, state, country, and 2. Bone X X X X X X
post office code)
Community Blood Center dba Community Tissue Services b. Cartiage X X X X X X
2736 N. Holland-Sylvania Road
Toledo, Ohio 43615
c. Cornea X X X
d. Dura Mater
[]sip
a. PHONE 419-536-4924 EXT e. Embryo ] Directed
b.[ | SATELLITE RECOVERY ESTABLISHVMENT L] Anonymous
(MANUFACTURING ESTABLISHMENT FEI NO. f Fascia X X X X X X
c.[_] TESTING FOR MICRO-ORGANISMS ONLY :
5. ENTER CORRECTIONS TO ITEM 4 g. Heart Valve X X X
h. Ligament X X X X X X
) [Isip
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if applicable, I. Oocyte [] Directed
number and street, city, state, country, and post office code) [] Anonymous
Communl_ty Blood _Center dba Community Tissue Services j. Pericardium X X X X X X
Attn: David M. Smith, MD
349 South Main Street k. Peripheral ] Autologous
Davton. Chio 45402-2715 Blood Stem ] Family Related
ayton, Cells ] Allogeneic
. Sclera X X X
]siPp
a. PHONE 937-461-3450 EXT 3610 m. Semen e s
7. ENTER CORRECTIONS TO ITEM 6 b. PHONE
. n. Skin X X X X X X
0. Somatic Cell [ ] Autologous
Therapy [ Family Related
Products [ ]Allogeneic
8. U.S. AGENT p. Tendon X X X X X X
q. Umbilical [_]Autologous
Cord Blood [] Family Related
Stem Cells [] Allogeneic
a E-MAIL r. Vascular Graft X X X
9. REPORTING OFFICIAL'S SIGNATURE s. Parathyroid X X X
t. Peritoneal Membrane X X X X X X
a. TYPED NAME David M. Smith, MD g
b. E-MAIL dsmith@cbccts.org
c¢. TITLE CEO/Medical Director d. DATE 08-DEC-2008 V-

FORM FDA 3356 (4/08)



See Instructions for OMB Statement

2. REASON FOR SUBMISSION
a. D INITIAL REGISTRATION / LISTING

b.[X] ANNUAL REGISTRATION / LISTING
c.[ ] CHANGE IN INFORMATION
d.[ ] INACTIVE

FORM APPROVED: OMB No. 0910-0543. Expiration Date: 8/31/10
VALIDATION--FOR FDA USE ONLY 1

VALIDATED BY FDA:05-JAN-2010

DISTRICT: Cincinnati

PRINTED BY FDA:23-FEB-2010

DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES,
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps)
(See reverse side for instructions)

1. REGISTRATION NUMBER
(Field Establishment Identifier)

FEl: 3000718784

PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION %ﬁ; ] ﬁ SEE ﬁ &
c
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT / Ps 5 o] <I_3 % c E é ac E
Establishment Functions EEIIF2T15953 14. PROPRIETARY
a. BLOOD FDA 2830 NO. 58 E oelzIme NAME(S)
z s> >
b. DEVICES FDA 2891 NO. Types of HCT/Ps Recover | Screen Test |Package | Process | Store Label |Distributg] [ Qo g o
4 o}
1
c. DRUG FDA 2656 NO.
4. PHY$ICAL LOCATION (Include legal name, number and street, city, state, country, and a. Bone X X X X X
post office code)
Community Blood Center dba Community Tissue Services ]
X b. Cartilage X X X X X
2736 N. Holland-Sylvania Road
Toledo, Ohio 43615
c. Cornea X X X
d. Dura Mater
Isip
a. PHONE 419-536-4924 EXT e. Embryo ] Directed
b.[ | SATELLITE RECOVERY ESTABLISHVMENT L] Anonymous
(MANUFACTURING ESTABLISHMENT FEI NO. f. Fascia X X X X X
C. l:l TESTING FOR MICRO-ORGANISMS ONLY
5. ENTER CORRECTIONS TO ITEM 4 g. Heart Valve X X X
h. Ligament X X X X
) (] s
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if applicable, i- Oocyte L] Directed
number and street, city, state, country, and post office code) ] Anonymous
Community Blood Center dba Community Tissue Services j. Pericardium X X X X
Attn: David M. Smith, MD
349 South Main Street k. Peripheral [ ] Autologous
. Blood Stem ] Family Related
Dayton, Ohio 45402-2715 Cells [ Allogeneic
. Sclera X X
Csip
a. PHONE 937-461-3450 EXT 3610 m. Semen e s
7. ENTER CORRECTIONS TO ITEM 6 b. PHONE
n. Skin X X X X
0. Somatic Cell [ ] Autologous
Therapy ] Family Related
Products []Allogeneic
8. U.S. AGENT p. Tendon X X X X
g. Umbilical ] Autologous
Cord Blood ] Family Related
Stem Cells [] Allogeneic
2 E-MAIL r. Vascular Graft X X
9. REPORTING OFFICIAL'S SIGNATURE s. Peritoneal Membrane X X X X X
t.
a. TYPED NAME David M. Smith, MD u
b. E-MAIL dsmith@cbccts.org
c. TIMLE CEO d. DATE 29-DEC-2009 V-

FORM FDA 3356 (4/08)




See Instructions for OMB Statement

FORM APPROVED: OMB No. 0910-0543. Expiration Date: 8/31/10

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

(See reverse side for instructions)

ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES,
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps)

1. REGISTRATION NUMBER
(Field Establishment Identifier)

FEI: 3000718784

2. REASON FOR SUBMISSION
a. D INITIAL REGISTRATION / LISTING

b.[X] ANNUAL REGISTRATION / LISTING
c.[ ] CHANGE IN INFORMATION
d.[ ] INACTIVE

VALIDATION--FOR FDA USE ONLY
VALIDATED BY FDA:29-DEC-2010
DISTRICT: Cincinnati
PRINTED BY FDA:05-JAN-2011

1

PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION [RE|EARS E8Re
0w @ cC®
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT/Ps k28| 3E8|98E5
. N o= > =% > =
Establishment Functions ERE|TAT| 0943 14. PROPRIETARY
a. BLOOD FDA 2830 NO. 568 gm” 5;’ o NAME(S)
z <> >
b. DEVICES FDA 2891 NO. Types of HCT / Ps Recover | Screen Test |Package | Process | Store Label |Distributg R Qe % o
? @
c. DRUG FDA 2656 NO.
4. PHYSICAL LOCATION (Include legal name, number and street, city, state, country, and 2. Bone X X X X X
post office code)
Community Blood Center dba Community Tissue Services )
. b. Cartilage X X X X X
2736 N. Holland-Sylvania Road
Toledo, Ohio 43615
c. Cornea X X X
d. Dura Mater
[]sip
a. PHONE 419-536-4924 EXT e. Embryo ] Directed
b.[ | SATELLITE RECOVERY ESTABLISHVMENT L] Anonymous
(MANUFACTURING ESTABLISHMENT FEI NO. f. Fascia X X X X X
C. l:l TESTING FOR MICRO-ORGANISMS ONLY .
5. ENTER CORRECTIONS TO ITEM 4 g. Heart Valve X X X
h. Ligament X X X X X
) [Isip
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if applicable, i. Oocyte [] Directed
number and street, city, state, country, and post office code) [] Anonymous
Communl_ty Blood _Center dba Community Tissue Services j. Pericardium X X X X
Attn: David M. Smith, MD
349 South Main Street k. Peripheral ] Autologous
. Blood Stem [ Family Related
Dayton, Ohio 45402-2715 Cells [ Allogeneic
I. Sclera
[]siPp
a. PHONE 937-461-3450 EXT 3610 m. Semen e s
7. ENTER CORRECTIONS TO ITEM 6 b. PHONE
’ n. Skin X X X X
0. Somatic Cell [ ] Autologous
Therapy [ Family Related
Products [ ]Allogeneic
8.U.S. AGENT p. Tendon X X X X
q. Umbilical [_]Autologous
Cord Blood [] Family Related
Stem Cells [] Allogeneic
a E-MAIL r. Vascular Graft X X
9. REPORTING OFFICIAL'S SIGNATURE s. Peritoneal Membrane X X X X X
t.
a. TYPED NAME David M. Smith, MD
u.
b. E-MAIL dsmith@cbccts.org
c. TITLE CEO d. DATE 21-DEC-2010 V.

FORM FDA 3356 (4/08)




See Instructions for OMB Statement

FORM APPROVED: OMB No. 0910-0543. Expiration Date: 1/31/14

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

(See reverse side for instructions)

ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES,
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps)

1. REGISTRATION NUMBER
(Field Establishment Identifier)

FEI: 3000718784

2. REASON FOR SUBMISSION
a. D INITIAL REGISTRATION / LISTING

b.[X] ANNUAL REGISTRATION / LISTING
c.[ ] CHANGE IN INFORMATION
d.[ ] INACTIVE

VALIDATION--FOR FDA USE ONLY
VALIDATED BY FDA:08-DEC-2011
DISTRICT: Cincinnati
PRINTED BY FDA:15-DEC-2011

1

PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION [RE|EARS E8Re
0w @ cC®
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT/Ps k28| 3E8|98E5
. N o= > =% > =
Establishment Functions ERE|TAT| 0943 14. PROPRIETARY
a. BLOOD FDA 2830 NO. 568 gm” 5;’ o NAME(S)
z <> >
b. DEVICES FDA 2891 NO. Types of HCT / Ps Recover | Screen Test |Package | Process | Store Label |Distributg R Qe % o
? @
c. DRUG FDA 2656 NO.
4. PHYSICAL LOCATION (Include legal name, number and street, city, state, country, and 2. Bone X X X X X
post office code)
Community Blood Center dba Community Tissue Services )
. b. Cartilage X X X X X
2736 N. Holland-Sylvania Road
Toledo, Ohio 43615
c. Cornea X X X
d. Dura Mater
[]sip
a. PHONE 419-536-4924 EXT e. Embryo ] Directed
b.[ | SATELLITE RECOVERY ESTABLISHVMENT L] Anonymous
(MANUFACTURING ESTABLISHMENT FEI NO. f. Fascia X X X X X
C. l:l TESTING FOR MICRO-ORGANISMS ONLY .
5. ENTER CORRECTIONS TO ITEM 4 g. Heart Valve X X X
h. Ligament X X X X X
) [Isip
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if applicable, i. Oocyte [] Directed
number and street, city, state, country, and post office code) [] Anonymous
Communl_ty Blood _Center dba Community Tissue Services j. Pericardium X X X X
Attn: David M. Smith, MD
349 South Main Street k. Peripheral ] Autologous
. Blood Stem [ Family Related
Dayton, Ohio 45402-2715 Cells [ Allogeneic
I. Sclera
[]siPp
a. PHONE 937-461-3450 EXT 3610 m. Semen e s
7. ENTER CORRECTIONS TO ITEM 6 b. PHONE
’ n. Skin X X X X
0. Somatic Cell [ ] Autologous
Therapy [ Family Related
Products [ ]Allogeneic
8.U.S. AGENT p. Tendon X X X X
q. Umbilical [_]Autologous
Cord Blood [] Family Related
Stem Cells [] Allogeneic
a E-MAIL r. Vascular Graft X X
9. REPORTING OFFICIAL'S SIGNATURE s. Peritoneal Membrane X X X X X
t.
a. TYPED NAME David M. Smith, MD
u.
b. E-MAIL dsmith@cbccts.org
c. TITLE CEO d. DATE 07-DEC-2011 V.

FORM FDA 3356 (4/08)




See Instructions for OMB Statement FORM APPROVED: OMB No. 0910-0543. Expiration Date: 1/31/14

DEPARTMENT OF HEALTH AND HUMAN SERVICES 1. REGISTRATION NUMBER 2. REASON FOR SUBMISSION VALIDATION--FOR FDA USE ONLY 1
PUBLIC HEALTH SERVICE (FDA Establishment Identifier) a. D INITIAL REGISTRATION / LISTING | VALIDATED BY FDA:21-NOV-2012
FOOD AND DRUG ADMINISTRATION DISTRICT: Cincinnati
b. ANNUAL REGISTRATION / LISTING
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES, FEI: 3000718784 PRINTED BY FDA:06-DEC-2012
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps) c.[_] CHANGE IN INFORMATION
(See reverse side for instructions) d. D INACTIVE
PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION 3RE| BRS| 82RE
o
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT / Ps ESE §S§ ég,@ﬁ
a. BLOOD FDA 2830 NO. Establishment Functions EE} rgﬂ%; ggég 14. Pﬁii’nﬁl’zl(lis'l)'ARY
- ~
Z s>
b. DEVICES FDA 2891 NO. Types of HCT / Ps Recover | Screen Test Package | Process | Store Label |Distribute| N ronm g 5
[ @
n
c. DRUG FDA 2656 NO.
4. PHYsICAL LOCATION (Include legal name, number and street, city, state, country, and 2 Bone X X X X X X
post office code)
Community Blood Center dba Community Tissue Services
y y b. Cartlage X | X X | X X | x
2736 N. Holland-Sylvania Road ¢. Comea X X X
Toledo, Ohio 43615
d. Dura Mater
Llsip
e. Embryo [ Directed
a. PHONE 419-536-4924 EXT ] Anonymous
b.l:l SATELLITE RECOVERY ESTABLISHMENT .
(MANUFACTURING ESTABLISHMENT FEI NO. f. Fascia X X X X X X
C. D TESTING FOR MICRO-ORGANISMS ONLY
g. Heart Valve X X X
5. ENTER CORRECTIONS TO ITEM 4
h. Ligament X X X X X X
) Llsip
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if applicable, i. Oocyte [ Directed
number and street, city, state, country, and post office code) [ Anonymous
Community Blood Center dba Community Tissue Services i, Pericardium X X X X X X
Attn: David M. Smith, MD
349 South Main Street k. Peripheral % Autologous
i _ Blood Stem Family Related
Dayton, Ohio 45402-2715 [ Allogeneic
I. Sclera X X X
L sip
a. PHONE 937-461-3450 ExT 3610 m. Semen L] Directed
[] Anonymous
7. ENTER CORRECTIONS TO ITEM 6 b. PHONE
’ n. Skin X X X X X X
0. Somatic Cell [ Autologous
Therapy ] Family Related
Products [JAllogeneic
8.U.S. AGENT p. Tendon X X X X X X
. Umbilical ] Autologous
Cord Blood ] Family Related
] Allogeneic
a. E-MAIL r. Vascular Graft X X X
9. REPORTING OFFICIAL'S SIGNATURE s. Peritoneal Membrane X X X X X X
t.
a. TYPED NAME David M. Smith, MD
u.
b. E-MAIL dsmith@chccts.org
c. TITLE CEO d. DATE 20-NOV-2012 V.

FORM FDA 3356 (11/11)




See Instructions for OMB Statement FORM APPROVED: OMB No. 0910-0543. Expiration Date: 1/31/14

DEPARTMENT OF HEALTH AND HUMAN SERVICES 1. REGISTRATION NUMBER 2. REASON FOR SUBMISSION VALIDATION--FOR FDA USE ONLY 1
PUBLIC HEALTH SERVICE (FDA Establishment Identifier) a. D INITIAL REGISTRATION / LISTING | VALIDATED BY FDA:19-NOV-2013
FOOD AND DRUG ADMINISTRATION DISTRICT: Cincinnati
b. ANNUAL REGISTRATION / LISTING
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES, FEI: 3000718784 PRINTED BY FDA:09-DEC-2013
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps) c.[_] CHANGE IN INFORMATION
(See reverse side for instructions) d. D INACTIVE
PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION 3RE| BRS| 82RE
o
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT / Ps ESE §S§ ég,@ﬁ
a. BLOOD FDA 2830 NO. Establishment Functions EE} rgﬂ%; ggég 14. Pﬁii’nﬁl’zl(lis'l)'ARY
- ~
Z s>
b. DEVICES FDA 2891 NO. Types of HCT / Ps Recover | Screen Test Package | Process | Store Label |Distribute| N ronm g 5
[ @
n
c. DRUG FDA 2656 NO.
4. PHYsICAL LOCATION (Include legal name, number and street, city, state, country, and 2 Bone X X X X X
post office code)
Community Blood Center dba Community Tissue Services
Y y b. Cartilage X X X X X
2736 N. Holland-Sylvania Road ¢. Comea X X X
Toledo, Ohio 43615
d. Dura Mater
Llsip
e. Embryo [ Directed
a. PHONE 419-536-4924 EXT ] Anonymous
b.l:l SATELLITE RECOVERY ESTABLISHMENT .
(MANUFACTURING ESTABLISHMENT FEI NO. f. Fascia X X X X X
C. D TESTING FOR MICRO-ORGANISMS ONLY
g. Heart Valve X X X
5. ENTER CORRECTIONS TO ITEM 4
h. Ligament X X X X X
) Llsip
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if applicable, i. Oocyte [ Directed
number and street, city, state, country, and post office code) [ Anonymous
Community Blood Center dba Community Tissue Services i, Pericardium X X X X X
Attn: David M. Smith, MD
349 South Main Street k. Peripheral % Autologous
i _ Blood Stem Family Related
Dayton, Ohio 45402-2715 [ Allogeneic
I. Sclera X X X
L sip
a. PHONE 937-461-3450 ExT 3610 m. Semen % 2:3?‘3‘1’0“5
7. ENTER CORRECTIONS TO ITEM 6 b. PHONE Y
’ n. Skin X X X X X
0. Somatic Cell [ Autologous
Therapy ] Family Related
Products [JAllogeneic
8.U.S. AGENT p. Tendon X X X X X
. Umbilical ] Autologous
Cord Blood ] Family Related
] Allogeneic
a. E-MAIL r. Vascular Graft X X X
9. REPORTING OFFICIAL'S SIGNATURE s. Peritoneal Membrane X X X X X
t.
a. TYPED NAME David M. Smith, MD
u.
b. E-MAIL dsmith@chccts.org
c. TIMLE CEO d. DATE 18-NOV-2013 V-

FORM FDA 3356 (11/11)




See Instructions for OMB Statement FORM APPROVED: OMB No. 0910-0543. Expiration Date: 1/31/14

DEPARTMENT OF HEALTH AND HUMAN SERVICES 1. REGISTRATION NUMBER 2. REASON FOR SUBMISSION VALIDATION--FOR FDA USE ONLY 1
PUBLIC HEALTH SERVICE (FDA Establishment Identifier) a. D INITIAL REGISTRATION / LISTING | VALIDATED BY FDA:31-DEC-2013
FOOD AND DRUG ADMINISTRATION DISTRICT: Cincinnati
b. ANNUAL REGISTRATION / LISTING
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES, FEI: 3000718784 [ PRINTED BY FDA:27-JAN-2014
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps) c. [A] CHANGE IN INFORMATION
(See reverse side for instructions) d. D INACTIVE
PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION SRE| ERN| 2386
o0 © co
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT / Ps E%E §S§ ég,@ﬁ
- - So3| 223 2023 14. PROPRIETARY
a. BLOOD FDA 2830 NO. Establishment Functions ng E@w gn@m NAME(S)
z =>
b. DEVICES FDA 2891 NO. Types of HCT / Ps Recover | Screen Test Package | Process | Store Label |Distribute| N ronm g 5
[ @
n
c. DRUG FDA 2656 NO.
4. PHYsICAL LOCATION (Include legal name, number and street, city, state, country, and 2 Bone X X X X X X
post office code)
Community Blood Center dba Community Tissue Services
y y b. Cartlage X | X X | X X | x
2736 N. Holland-Sylvania Road ¢. Comea X X X
Toledo, Ohio 43615
d. Dura Mater
Llsip
e. Embryo [ Directed
a. PHONE 419-536-4924 EXT ] Anonymous
b.|:| SATELLITE RECOVERY ESTABLISHMENT .
(MANUFACTURING ESTABLISHMENT FEI NO. f. Fascia X X X X X X
C. D TESTING FOR MICRO-ORGANISMS ONLY
g. Heart Valve X X X
5. ENTER CORRECTIONS TO ITEM 4
h. Ligament X X X X X X
) Llsip
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if applicable, i. Oocyte [ Directed
number and street, city, state, country, and post office code) [ Anonymous
Community Blood Center dba Community Tissue Services i, Pericardium X X X X X X
Attn: David M. Smith, MD
349 South Main Street k. Peripheral % Autologous
i _ Blood Stem Family Related
Dayton, Ohio 45402-2715 [ Allogeneic
I. Sclera X X X
L sip
a. PHONE 937-461-3450 ExT 3610 m. Semen L] Directed
[] Anonymous
7. ENTER CORRECTIONS TO ITEM 6 b. PHONE
’ n. Skin X X X X X X
0. Somatic Cell [ Autologous
Therapy ] Family Related
Products [JAllogeneic
8.U.S. AGENT p. Tendon X X X X X X
. Umbilical ] Autologous
Cord Blood ] Family Related
] Allogeneic
a. E-MAIL r. Vascular Graft X X X X
9. REPORTING OFFICIAL'S SIGNATURE s. Peritoneal Membrane X X X X X X
t.
a. TYPED NAME David M. Smith, MD
u.
b. E-MAIL dsmith@chccts.org
c. TITLE CEO d. DATE 30-DEC-2013 V-

FORM FDA 3356 (11/11)




See Instructions for OMB Statement.

FORM APPROVED:OMB N0.0910-0543. Expiration Date: 3/31/2017

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

ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES,

AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps)

(See reverse side for instructions)

1. REGISTRATION NUMBER
(FDA Establishment Identifier)

FEI: 3000718784

2. REASON FOR SUBMISSION
a. D INITIAL REGISTRATION / LISTING

b.[X] ANNUAL REGISTRATION /LISTING
c.[ ] CHANGE IN INFORMATION

d.[ ] INACTIVE

VALIDATION--FOR FDA USE ONLY

VALIDATED BY FDA:02-DEC-2014
DISTRICT: Cincinnati
PRINTED BY FDA:22-DEC-2014

1

PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION SRE| ERN| 2386
Rea’y @ c®
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT / Ps k93| 83| 6953
a. BLOOD FDA 2830 NO. Establishment Functions CRY r’;ﬂ%? g%ég 14, Pﬁil;’/llil’zl(lis'l)'ARY
- ~
z S»
b. DEVICES FDA 2891 NO. Types of HCT/Ps Recover | Screen Test |Package | Process | Store Label |Distribute] N a"’ g &
@
w
c. DRUG FDA 2656 NO.
4. PHYsICAL LOCATION (Include legal name, number and street, city, state, country, and a. Bone X X X X X X
post office code)
Community Blood Center dba Community Tissue Services
Y y b. Cartilage X X X X X X
2736 N. Holland-Sylvania Road ¢. Comea X X X
Toledo, Ohio 43615
d. Dura Mater
sip
e. Embryo ] Directed
a. PHONE 419-536-4924 EXT ] Anonymous
b.[ ] SATELLITE RECOVERY ESTABLISHMENT '
(MANUFACTURING ESTABLISHMENT FEI NO. f. Fascia X X X X X X
c.[_] TESTING FOR MICRO-ORGANISMS ONLY
g. Heart Valve X X X
5. ENTER CORRECTIONS TO ITEM 4
h. Ligament X X X X X X
) Llsip
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if applicable, i. Oocyte [ Directed
number and street, city, state, country, and post office code) [ Anonymous
Community Blood Center dba Community Tissue Services j. Pericardium X X X X X X
Attn: David M. Smith, MD
349 South Main Street k. Peripheral % Autologous
i _ Blood Stem Family Related
Dayton, Ohio 45402-2715 ] Allogeneic
I. Sclera X X X
L sip
a. PHONE 937-461-3450 ExT 3610 m. Semen % Directed
7. ENTER CORRECTIONS TO ITEM 6 b. PHONE e
. n. Skin X X X X X X
0. Somatic Cell ] Autologous
Therapy ] Family Related
Products [JAllogeneic
8. U.S. AGENT p. Tendon X X X X X X
. Umbilical ] Autologous
Cord Blood ] Family Related
] Allogeneic
a E-MAIL r. Vascular Graft X X X X
9. REPORTING OFFICIAL'S SIGNATURE s. Peritoneal Membrane X X X X X X
t.
a. TYPED NAME David M. Smith, MD
u.
b. E-MAIL dsmith@chccts.org
c. TITLE CEO d. DATE 01-DEC-2014 V.

FORM FDA - 3356 (5/14)




See Instructions for OMB Statement.

FORM APPROVED:OMB N0.0910-0543. Expiration Date: 3/31/2017

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

ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES,

AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps)

(See reverse side for instructions)

1. REGISTRATION NUMBER
(FDA Establishment Identifier)

FEI: 3000718784

2. REASON FOR SUBMISSION
a. D INITIAL REGISTRATION / LISTING

b.[X] ANNUAL REGISTRATION /LISTING
c.[ ] CHANGE IN INFORMATION

d.[ ] INACTIVE

VALIDATION--FOR FDA USE ONLY

VALIDATED BY FDA:17-NOV-2015
DISTRICT: Cincinnati
PRINTED BY FDA:03-DEC-2015

1

PART | - ESTABLISHMENT INFORMATION PART Il - PRODUCT INFORMATION SRE| ERN| 2386
Rea’y @ c®
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT / Ps k93| 83| 6953
a. BLOOD FDA 2830 NO. Establishment Functions CRY r’;ﬂ%? g%ég 14, Pﬁil;’/llil’zl(lis'l)'ARY
- ~
z S»
b. DEVICES FDA 2891 NO. Types of HCT/Ps Recover | Screen Test |Package | Process | Store Label |Distribute] N a"’ g &
@
w
c. DRUG FDA 2656 NO.
4. PHYsICAL LOCATION (Include legal name, number and street, city, state, country, and a. Bone X X X X X X
post office code)
Community Blood Center dba Community Tissue Services
Y y b. Cartilage X X X X X X
2736 N. Holland-Sylvania Road ¢. Comea X X X
Toledo, Ohio 43615
d. Dura Mater
sip
e. Embryo ] Directed
a. PHONE 419-536-4924 EXT ] Anonymous
b.[ ] SATELLITE RECOVERY ESTABLISHMENT '
(MANUFACTURING ESTABLISHMENT FEI NO. f. Fascia X X X X X X
c.[_] TESTING FOR MICRO-ORGANISMS ONLY
g. Heart Valve X X X
5. ENTER CORRECTIONS TO ITEM 4
h. Ligament X X X X X X
) Llsip
6. MAILING ADDRESS OF REPORTING OFFICIAL (Include institution name if applicable, i. Oocyte [ Directed
number and street, city, state, country, and post office code) [ Anonymous
Community Blood Center dba Community Tissue Services j. Pericardium X X X X X X
Attn: David M. Smith, MD
349 South Main Street k. Peripheral % Autologous
i _ Blood Stem Family Related
Dayton, Ohio 45402-2715 ] Allogeneic
I. Sclera X X X
L sip
a. PHONE 937-461-3450 ExT 3610 m. Semen % Directed
7. ENTER CORRECTIONS TO ITEM 6 b. PHONE e
. n. Skin X X X X X X
0. Somatic Cell ] Autologous
Therapy ] Family Related
Products [JAllogeneic
8. U.S. AGENT p. Tendon X X X X X X
. Umbilical ] Autologous
Cord Blood ] Family Related
] Allogeneic
a E-MAIL r. Vascular Graft X X X X
9. REPORTING OFFICIAL'S SIGNATURE s. Peritoneal Membrane X X X X X X
t.
a. TYPED NAME David M. Smith, MD
u.
b. E-MAIL dsmith@chccts.org
c. TITLE CEO d. DATE 16-NOV-2015 V-

FORM FDA - 3356 (5/14)
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