Blood Establishment Registration
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FDA& Home Page | CBER A-F Index | CHER Site Map | Contact CBER On-Line Technical Support

CBER On-Line - Login Screen

Use the CBER On-line system to make these electronic submissions online:
Blood Establishment Registration (Form FDA 2830)
Tissue Establishment Registration (Form FDA 3356)
Biological Product Deviation Reporting (Form FDA 3486)

Mew CBER On-Line Users
Mew users must first create an account. Create a New Account.

If vou need further assistance e-mail us with your account information: Contact CBER On-Line Technical Suppart

Existing account holders may login by entering your user name and password below.

[ Create Mew Account ] *|lser Name:

[ See Instructions l *Password: Forgot your User Name or Password?

[ Contact Support ] *Application: CBER On-Line - Main Menu w
REMIMDER: User Mames and Passwords are CASE SENSITIVE

LOGIM

*Required
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CBER On-Line - Main Menu

Production Applications

Biological Product Deviation Reporting
(eBPDRE)

Welcome to the CBER On-Line
Blood Establishment Registration (eBER)

HCT/P Establishment Registration
(eHCTERS)

Exit CBER On-Line Application ] | Edit Current Account | | Change Password

pr—

CBER On-Line VWer=ion 1.8.0
Page Updated 12M138/2008

Contact CBER On-Line Technical Support | Help | Beleaze Motes | Log Out
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Blood Establishment Registration - Select Establishment

Last Session Login: 02/09/2018 15:36:40

Ifyour establishment has never registered before:
(Either here anline or by completing a FORM FDA 2830)
Select the Initial Reqistration button below.

If you want to edit the list of establishments you have access to or request access to an existing
establishment's registration information: Select the Edit User Establishments Profile button below.

Ifyou are updating your establishment registration information: Enter either your FOA Establishment
|dentifier (FEI) ar Central File Mumber (CFM) in the appropriate box below.

Ifyou are returning to complete a form started in a previous session enter the Pre-Confirmation Mumber below.
Then Select the Edit This Establishment button below.

Freguently Asked Questions

*FDA Establishment Identifier (FEI): | |
OR *Central File Number (CFN): [ |
OR *Pre-Confirmation Number: I:I

*Required
| Edit This Establishment || Initial Registration |
| Clear || Edit User Establishments Profile |
| View All Active Users || CBER On-Line Main Menu |

FORM FD& 2830 (5M5) Form Approved: OMB No.0910-0052
Expiration Date: May 31, 2018 Previous Editions are Obsolete
eBER v1.14.00



FDA  US.Food and Drug Administration <€ i

CENTER FOR BIOLOGICS EVALUATION AND RESEARCH
FDs Home Page | Contact eBER Technical Support | Log Out

Blood Establishment Registration - Registration Profile

USER ESTABLISHMENT S

Enter the Reagistration number [either FEI or CFM] and the most recent Yalidated Date of the establishment for which
you want to request access.

*Reqgistration Type: © Fel
g ype: ) CFN

*Registration Number: I:I
*Validated Date: |:| (mm/ddiyyyy)
* Required

Add This Establishment || Return to Select Establishment page || Clear Screen

FORM FD& 2830 (5M5) Form Approved: OMB No.0%10-0052
Expiration Date: May 31, 2018 Previous Editions are Obsolete
eBER v1.14.00
Updated 06/27/2014



Blood Establishment Registration - Status

Facility's Current Production Status: ACTIVE

Please enter the curnent Status of this Blood Establishmen Regestration. Only an Active Status wall allow
you to modify Establishment informabion. Inactive Statys will only allow review and submission of the

FORM FDIA 2530

"Enter Current Status [ e Ea T 1 R

|ﬂ-urﬂuu|ﬁn|!run

Active - Anrual Regstration
Actie - Change in Informatson
Inactie Exemplt

Inactive Closed

Inactive Temporary

ER On-Line Man Mesu

FORM FRw 2630 1515) Fofm Agproved DMJ Mo 0910-0053
Expiration Dake: May 11, 2012 Previous Editorg. sre DEspiete

eBER w1 1489
Upsaied 11142014
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Legal Name:
Pre-Confirm Number: 36140 Todays Date: 02/14/2018

Location | Report Official " U.5. Agent " Owner Type " Estab Type " Products " Report ” Save |

Blood Establishment Registration - Legal Name/Location

License Number| | Parent Lic. Nn.| |

*Legal Name | |

*Address | |
| |
| |
“City | |
s | R —
*Country |United States V|
F:}rEigz Pﬂﬂuﬁigﬁiﬁ:ﬁ? Extension I:I

*Required

Other Names used at this Location

| **ADD other names used at this location

Continue || Clear || Refresh || Change Facility || CBER. On-Line Main Menu
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Legal Name:
Pre-Confirm Number: 36140 Todays Date: 02/14/2018

Location | Report Official | U5 Agent | Owner Type | Estab Type | Products Report Save

Blood Establishment Registration - Other Names

*Name

*Reported Date |2/14/2013 mmiddiyyyy

*Required

Add This Name Return to Establishment Location Form [does not save]

FORM FDA 2830 (5/15) Form Approved: OMB Mo.0910-0052
Expiration Date: May 31, 2018 Previous Editions are Obsolete
eBER v1.14.00
Updated 06/27/2014

Contact eBER Technical Support | Help with filing out this form | Release Notes | FAQ | Log Out

Contact FOWA& | Privacy | FDWA Home Page | FDA A-Z Index | Accessibility | HHS Home Page

FO& / Center for Biologics Evaluation and Research
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CENTER FOR BIOLOGICS EVALUATION AND RESEARCH
FDA Home Page | Contact eBER Technical Suppert | Log Out

Legal Name:
Pre-Confirm Number: 36140 Todays Date: 02/14/2018

Report Official | U.5. Agent " Cwner Type " Estab Type " Products " Report " Save |

Blood Establishment Registration - Reporting Official

Crganization | |

*Reporting Official Name H H |
(First/Middle Initial / Last)

In Care Of | |

*Address | |

“Ciy | |
*State | V| *Zip |

*Country | United States V|

Phone(:oe-ne-000) | | Extension I:I

Foreign Phone (Country-City-Local) | |

E-Mail | |

*Required

Continue || Clear || Refresh || Change Facility || CBER On-Line Main Menu
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Legal Name:
Pre-Confirm Number: 36142 Todays Date: 02/14/2018

Location " Report Official L. 5. Agent | Owner Type " Estab Type " Products " Report " Save |
Blood Establishment Registration - U.S. Agent

Your establishment is located in the United States. You are not required to have a U.5. Agent. We wiill
not save U.5. Agent information for establishments located in the U.5.

Organization | |

*US Agent Name H H
(First/ Middle Initial / Last)

In Care Of |

*Address |

|
|
“ciy | |

*State | v

Country United States
E-Mail | |

*Phone(xxx-xxx-xxxx) | | Extension I:I
*Required

| Continue || ClearH Refresh || Change Facility || CBER On-Line Main Menu
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Legal Name:
Pre-Confirm Number: 36140 Todays Date: 0211472018

Location " Report Official || U.5. Agent || OwnerType | Estab Type " Products " Report " Save |

Blood Establishment Registration - Owner Type

*Type of Ownership

) Partnership
) Corporation = () Profit () Non-Profit

() Cooperative Association

) U.S. Military

() Federal (non-military)
) State

() CountyMunicipal/Hospital Authority

) CIthE!F| Mot Listed I'“""H

*Required

Continue || Clear || Refresh || Change Facility || CBER On-Line Main Menu
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Legal Name:
Pre-Confirm Number: 36140 Todays Date: 0271472018

Location " Report Official " U5 Agent " Owner Type | Estab Type Products " Report " Save |

Blood Establishment Registration - Establishment Type

*Establishment Type
[ ] community (Mon-Hospital) Blood Bank

[] Hospital Blood Bank
[] Plasmapheresis Center

() Associated with Community
or Hospital Blood Bank

[ ] Product Testing Lab == i Independent
[ | Hospital Transf. Svc. == () Approved Medicare () Mot Approved Medicare
[ ] Component Preparation Facility

[] Collection Facility

[] Distribution Center

[] BrokerWarehouse
[ other| Select Option v||

*Required

| Continue || Clear || Refresh || Change Facility || CBER On-Line Main Menu |
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FDs Home Page | Contact eBER Technical Support | Log Out

Legal Name:
Pre-Confirmrn Number: 36140

| Location Report Official " U S Agent " Ohwner Type " Estab Type |

021452018
Save |

Todays Date:
Products Report

Blood Establishment Registration - Products

| Add Other Products || Continue || Clear || Refresh || Change Facility || CBER On-Line Main Menu |

Donor Types
U 0l U

Allogeneic Autologous Directed

{1y WHOLE BLOOD

(2) RED BLOOD CELLS

(3) RED BLOOD CELLS FROZEN

(4) RED BLOOD CELLS
DEGLYCEROLIZED

(S) RED BLOOD CELLS
REJUVENATED

(8) RED BLOOD CELLS
REJUWENATED FROZEN

(T} RED BLOOD CELLS
REJUWENATED DEGLY CEROLIZED

(8) CRYOPRECIPTATED AHF

(9} PLATELETS

LEUKOCYTES
REDUCED

(3}

DONOR
RETESTED!

(T}

IRRADIATED,
(8}

STORE
AND
DISTRIBUTE
TO
OTHERS
(3}

O O e e

{10}y LEUKOCYTES/GRANULOCYTES)

(11} PLASMA

][] i A A A ] )

] [N} NN AN R N ] ] |

(12) PLASMA CRYOPRECIPITATE
REDUCED

(13) FRESH FROZEN PLASMA

{14} LIGUID PLASMA

{15} THERAPEUTIC EXCHANGE
PLASMA

{16} SOURCE LEUKOCYTES

(17) SOURCE PLASNA

(18} RECOWVERED PLASMA

(1%9) BLOOD PRODUCTS FOR
DIAGHOSTIC USE

(20} BLOOD BANK REAGENTS

(I [ N (] ) A ] ]

CH ) O e (e e

CH{oy oo

CH I

CO) O E ) ey O (e e e o f
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Legal Name:
Pra-Confirn Number: 36140 Todays Dats: 031472018

| Locabon | Report Official U5 Agent | Owmer Type | Estab Type = Products | Reporl | Save
Blood Establishment Registration - Other Products

i .a'.llllHE"!-"lg STOEE

Anti-H-1 ) AND
Aciitwin. Factor fHusnan) coiEeT] MANIAL |AUTOMATED). .0 g [-EUKOCTTES b s piamep], POMOR bresrlnstrenTe

v |RPHERESES &PHEREEES REDUICED ALTESTED
Antihem. Fachor (Recombinan) L 2 pey 04 - 3] mo | O
dnti-inhib. Coagulant Complex ) ) OTHERS

Y Blood Componsnis (Hedieensd) ]

Eilood Components for Research
Coag. Factor Vila (Recaminant)
Eactor [¥ Complex

Ll Fibnn Sealan

Eraction Il i
Hep. B imm. Globubn {Human) -“. Scremn | Cloar this form snd Retum Lo Product foem ]

HCY Emcoded Antigen ICIRi FD, 2830 (515) Form Approved: OMB o 0910-0052

H-1 or -2 or <12 mperahion (Date: May 31, 2018 Previous Edliors are Dbkt

HTLY & 1 & LN &BEH w1 1£00

imm. Globulin {Humani Kipdabed BRI

IFnm. Globuhn By [Hurnan)

Plasrma Protese Fraction ihsical Sucoset | Hek wih flis oul il Toer | Blemss Motes | FAG | Lo Oul
Flatelats Washed

Pooled Plasma S0

Fed Blood Cells ¥Washed

BRG] b, Cobube (Hu )
Fthoilll) imm, Globubn IV {Heman]
Telarus Imime Globuhn (Husman)
V. Zoster imm. Globulin (Human)
Vaccima mm. Globubn (Human)

Srtvpcy | PO Homa Paoe | PO &-F ndex | fcosssibisy | HHS Home Pyge

FO& { Cosber for Biokagics Evaluaton and Rpsanich

Mot Listed




