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Registration Information

Facility
Registration Number
3012100095

FEI Number
3012100095

Registration Status
Active

Registration Status Reason
TofO facility purchase

Initial Importer
N

Facility Name
ORGANOGENESIS INC.

Legal Name

Facility Address

12495 34TH STREET NORTH, SUITE D

SAINT PETERSBURG, FLORIDA, 33716, UNITED STATES
DUNS Number

079896008

Foreign Trade Zone
N

Facility URL
Other Business Trade Name(s)

Establishment located on a campus
N

Owner/Operator
Owner/Operator Number
9008375

Contact Name
PATRICK R BILBO

Business Name
ORGANOGENESIS INC.

Address
150 DAN ROAD
CANTON, MASSACHUSETTS, 02021, UNITED STATES

Phone Number
781 - 4011155

Fax Number
781 -4011280

E-mail Regulatory@organo.com

DUNS Number
152165817

Official Correspondent
Contact Name
PATRICK R BILBO

Business Name
ORGANOGENESIS INC.

Address
150 DAN ROAD
CANTON, MASSACHUSETTS, 02021, UNITED STATES

Phone Number
781 - 4011155

Fax Number
781 -4011280

E-mail Regulatory@organo.com

DUNS Number
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152165817

Registration Status
Expiration Date
2025-12-31

PIN - PCN
50437803 - 25615838
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View Your Device Listings

Owner/Operator: 9008375

Show 10

Listing |7
Number

D546149

D484959

D464443

D464254

D464250

v per page

Listing
Status

Active

Active

Active

Active

Active

Premarket
Submission
Number

K820227

K910944

K152970

Product
Code(s)

CAF

KGN

FRO

NAD

NAC

Type of Combination Product

DEVICE
COATED/IMPREGNATED/OTHERWISE
COMBINED DRUG

Filter:

Device Name

Nebulizer (direct
patient interface)

Wound dressing with
animal-derived
material(s)

Dressing, wound,
drug

Dressing, wound,
occlusive

Dressing, wound,
hydrophilic
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Registration
Number/FEI
[Activities]

Registration Number:
3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]

Registration Number:
3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]

Registration Number:
3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]

Registration Number:
3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]

Registration Number:
3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]
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Listing |7
Number

D464223

D458991

D458990

D458988

D458986

D458985

D458983

Listing
Status

Active

Active

Active

Active

Active

Active

Active

Premarket
Submission
Number

K011941

K060804

K122325

Product
Code(s)

Type of Combination Product

NAE

NAB

KGX

FQM

FRO

FRO DEVICE
COATED/IMPREGNATED/OTHERWISE
COMBINED DRUG

KGN

Device Name

Dressing, wound,
hydrogel without drug
and/or biologic

Gauze /
sponge,nonresorbable
for external use

Tape and bandage,
adhesive

BANDAGE, ELASTIC

Dressing, wound,
drug

Dressing, wound,
drug

Wound dressing with
animal-derived
material(s)

Registration
Number/FEI
[Activities]

Registration Number:
3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]

Registration Number:
3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]

Registration Number:
3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]

Registration Number:
3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]

Registration Number:
3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]

Registration Number:
3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]

Registration Number:
3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]



Listing |7 Listing Premarket

Number Status Submission
Number

D433711 Active K120181

Product
Code(s)

FRO

Showing 1 to 13 of 13 entries (filtered from 33 total entries)

Type of Combination Product

DEVICE
COATED/IMPREGNATED/OTHERWISE
COMBINED DRUG

Device Name Registration
Number/FEI

[Activities]

Dressing, wound, Registration Number:
drug 3012100095/3012100095
[Repackager/Relabeler,
Complaint File
Establishment]

Previous 1 Next

< Previous (drim.htm?_flowExecutionKey=_cB7CAEB1C-6B00-F022-2325-E741082EA646_k9DD8973C-1E97-9D5E-AGE8-E7D087C93C51&_eventld=back)



https://www.access.fda.gov/drlm/drlm.htm?_flowExecutionKey=_cB7CAEB1C-6B00-F022-2325-E741082EA646_k9DD8973C-1E97-9D5E-A6E8-E7D087C93C51&_eventId=back

