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Initial Registration

Registers using 
DUNS # in eDRLS

Run query for new 
registrants in eDRLS 
(monthly Nov‐Jan, 

then quarterly)

Verifies registration 
data during 
inspection

Firm makes changes 
in eDRLS

Discrepancies 
noted

End

Makes changes in 
FACTS.  Sends 
information to 

registration monitor 
for updating in 

FACTS.

Updates FACTS

No

Yes

YES

Contact firm to notify about 
FEI# and actions and 

encourage to update in eDRLS.  
Send courtesy email to CDER.  

Generate FEI # and enter firm in 
to FACTS/FMS  and registration 

and listing information in 
Registration tab Check new registrants 

against OEI (use 
establishment name 

and address at a 
minimum)

Does FEI 
exist?

No

Update Information in FACTS/
FMS  and registration and listing 
information in Registration tab

Does an FEI 
need to be 
assigned?

Yes

Duplicate 
Registration?

No

Enter “Voluntary” in FACTS/FMSNo

Yes

Contact firm to discuss and 
determine course of actionYes
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CD
ER

/C
V

M
Re‐Registration

Run query for 
current status 
information in 

eDRLS
MONTHLY

Verifies registration 
data during 
inspection

Make updates in 
FACTS

Firm makes changes 
in eDRLS

Discrepancies 
noted

End

Makes changes in FACTS.  
Sends information to 

registration monitor for 
updating in FACTS.

Update FACTS

No

Yes

Sends email to firm 
reminding to register 

annually
Oct‐Dec

Firm updates 
registration (ie, re‐

register, cancel, OOB, 
no longer involved in 

drug products)

Contact firm to notify if need to 
register/cancel and encourage 

to update in eDRLS.  Send 
courtesy email to CDER.  
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CT
P

Phase

Registers using 
DUNS # in 

FURLS(CTP)

Verifies registration 
data during 
inspection

Assign FEI numbers 
and make updates 

in FACTS

Discrepancies 
noted

End

Makes changes in 
FACTS.  Sends 
information to 

registration monitor 
for updating in 

FACTS.

Updates FACTS

No

Y

Sends email to 
District OEI 
Coordinator

Send FEI to CTP

Updates 
FURLS(CTP)
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SA
N

Initial registration

Registers using 
FURLS (FFR)

Run query in 
ORADSS for “B” 
firms in FACTS 

monthly

Verifies registration 
data during 
inspection

Make updates in FACTS (FEI 
#s auto generates, need to 

identify workload obligation, 
industry code, establishment 

type, etc)

Firm makes changes 
in FURLS (FFR)

Discrepancies 
noted

End

Makes changes in 
FACTS.  Sends 
information to 

registration monitor 
for updating in 

FACTS.

Updates FACTS

No

Y

Screens system for 
duplicates
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N
Re-Registration

Run query in 
ORADSS for “B” 
firms in FACTS 

monthly

Verifies registration 
data during 
inspection

Make updates in FACTS 
(FEI #s auto generates, 

need to identify 
workload obligation, 

industry code, 
establishment type, 

etc)

Firm makes changes 
in FURLS (FFR)

Discrepancies 
noted

End

Makes changes in 
FACTS.  Sends 
information to 

registration monitor for 
updating in FACTS and 

to CFSAN

Updates FACTS

NO

YES

Screens system for 
duplicates

Send email to firm to 
remind to re-register

Sept

Update status in 
FURL (FFR)
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Initial Registration

Registers using 
FURLS (Devices)

Verifies 
registration data 
during inspection

Update spreadsheet 
with FEI numbers in 

the “Registration 
Number” column

Firm makes changes 
in FURLS (Devices)

Discrepancies 
noted

End

Makes changes in 
FACTS.  Sends 
information to 

registration monitor 
for updating in 

FACTS.

Updates FACTS

No

Yes

Screens 
system for 

new 
registrants

Create Excel 
spreadsheet and 

pdf file of new 
firms

Generate FEI # and enter firm in to 
FACTS/FMS  and registration and 
listing information in Registration 

tab 

Notifies firm of the 
FEI

15 working days

Check new registrants 
against OEI (use 

establishment name and 
address at a minimum)

Does FEI 
exist?

No

Update Information in FACTS/
FMS  and registration and listing 
information in Registration tab

Does an FEI 
need to be 
assigned?

Yes

Duplicate 
Registration?

No

Enter “Not Required to Register” 
and the reason in the “Registration 

Number” column of spreadsheet 
and comment box in FACTS/FMS

No

Yes

Enter “Duplicate Registration” in 
the “Registration Number” 

column
Yes

Send spreadsheet 
back to CDRH
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CD
RH

Re‐Registration

Run query in Business Objects 
“Device Registration 

Maintenance Info By District 

v1”.

Make updates in FACTS (need to 
identify workload obligation, 
industry code, establishment 

type, etc)

Screens system for 
duplicates

Send email to firm to 
remind to re‐register

Sept

Update status in 
FURL (Devices)

Verifies registration data during 
inspection

Firm makes changes 
in FURLS (Devices)

Discrepancies 
noted

End

Makes changes in FACTS.  
Sends information to 

registration monitor for 
updating in FACTS.

Updates FACTS

No

Yes



Registration Process – Biologics/Tissue
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Initial Regiestration

Registers using 
HCTERS/BER

Verifies registration 
data during 
inspection

Sends FEI #s to CBER 
or indicates reasons 
for not an FEI was 

not created

Firm makes changes 
in HECTERS/BER

Discrepancies noted

End

Makes changes in 
FACTS.  Sends 
information to 

registration monitor 
for updating in 

FACTS.

Updates FACTS

NO

YES

Screens system for 
new registrants

Create pdf file of 
new firms

Form 2830 for 
biologics  or Form 

3356 for tissue 
(HCT/P)

Assign FEI # and 
make updates in 

FACTS using 
information 

provided

Notifies firm of the 
FEI

15 working days



Re-registration Process – Biologics/Tissue
Fi

rm
Di

st
ric

t 
Re

gi
st

ra
tio

n 
M

on
ito

r
In

ve
st

ig
at

or
s/

In
sp

ec
to

rs
CB

ER
Re-Registration

Re-reegisters using 
HCTERS/BER

Screens system for 
re- registrants and 
failure to register

Create pdf file of re-
registered firms
Form 2830 for 

biologics  or Form 
3356 for tissue 

(HCT/P)

Make updates in 
FMS using 

information 
provided

Create a list of 
failure to register 

firms 

Follows-up with 
firms and reports 

back to CBER

Inactivates firm’s 
registration for out 
of business firms

~30 working days

Verifies registration 
data during 
inspection

Firm makes changes 
in HECTERS/BER

Discrepancies noted

End

Makes changes in 
FACTS.  Sends 
information to 

registration monitor 
for updating in 

FACTS.

Updates FACTS

NO

YES




