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Learning Objectives

e Recognize timing for the Orange Book website and
publication updates

* Explain how information is gathered and assessed
for publication in the Orange Book

* |dentify important aspects of Orange Book drug
oroduct listings

* Recognize the impact of the Orange Book
oublication on regulatory decision making
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Timing for Updates

e Daily (Website and App) '—le
 Monthly (Website, App, and Publication)

* Annually (Website, App, and Publication)

— Annual Orange Book Edition Publication
it
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: : FUA
Information Gathering and Regulatory Assessment .

Generic and New Drug

Approval Letters Efficacy Supplements

Gathering and Assessment

Controlled Correspondence (CC)

Citizen Petitions (CP)

Patent Submissions

www.fda.gov



Information Gathering and Regulatory Assessment FOA

* Daily web and monthly publication updates for

Drug Approvals drug product listings.

e Daily web and monthly publication updates for
Patents patent listings. Ongoing external correspondence in
response to deficiencies and disputes.

e Efficacy supplement reviews and monthly

BB Em s publication of exclusivity determinations.

Controlled Correspondence e Written consults on drug status to support
Citizen Petitions Agency’s intended action.

www.fda.gov



Internal Collaboration and External Stakeholders

* Internal Agency Collaboration
— Drug Approvals and Patents (OGD, OND, OPQ)
— Exclusivity reviews (OND, OPQ)
— CC and CP Consults (ORP)
— Office of Communications (OCOMM) and others
* External stakeholders include

— healthcare practitioners, industry representatives,
regulatory professionals and consumers

www.fda.gov 6



Orange Book Publication Overview

 The Orange Book Staff gathers and reviews the information necessary
to support Orange Book updates

 The Orange Book provides a list of drugs approved under Section 505
of the Federal Food, Drug, and Cosmetic Act organized into three
sections (Prescription, Over-the-Counter (OTC), and Discontinued Drug
Product Lists)

 The Orange Book is critical for determining which generic drug
products can be substituted for particular brand name drug products

 The Orange Book is the only definitive source for therapeutic
equivalence (TE) evaluations, reference listed drug (RLD) information,
patent listings and exclusivity determinations

www.fda.gov 7



Orange Book Publication Overview

* The Orange Book does not contain

— approved drug products that were discontinued either before the first
edition was published in October 1980 or discontinued between 1980
and 1987 prior to the inclusion of the Discontinued Drug Product List in
the Orange Book

— drug products that do not have full approval
— biological products licensed by FDA under the Public Health Service Act

— marketed drug products that are not the subject of an approved New
Drug Application or Abbreviated New Drug Application

— drug products compounded by pharmacies and outsourcing facilities

www.fda.gov 8



Drug Product Listing Overview

ApplL 4 Dosage

Active Ingredient Proprietary Name No. * Form

D% RS§ Applicant Holder

ASPIRIN: BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE - I2EMG; S0MG; 40MG:; JEROME STEVENS

. ; : . e , : 3 3 -

2 PHOSPHATE PHOSPHATE AlFA3TIRRERRS e ORAL - omc s PHARMACEUTICALS ING
ASPIRIN: BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE _ I2EMG; S0MG; 40MG; _

W P & A Y

RX SHOEEHATE EHOSPHATE AOTS23  CAPSULE ORAL  oue AB LGM PHARMA SOLUTIONS LLC
ASPIRIN: BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE _ I2EMG; S0MG; 40MG; _

W P & A M H a

RX CHOEEHATE EHOSPHATE A203335 CAPSULE ORAL  oue AB MAYNE PHARMA INC

LBITAL; CAFFEINE; C — - 5MG; 5§ _

RX SRl BRI In AR 500 w32 FIORINAL WICODEINE N013423  CAPSULE oRaL  S2SME AB RLD RS  ALLERGAN SALES LLC
PHOSPHATE IOMG
ASPIRIN; BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE 125MG; S0MG; $0MG;

- ; : . . . : ; 3 . ' e
DISCN  o/ocmiare EHOSPHATE A075351  CAPSULE ORAL  oue VINTAGE PHARMACEUTICALS LLC
ASPIRIN; BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE _ I25MG; SOMG; $0MG; N
DISCN E ' : AOT4359  CAPSULE ORAL : : WATSON LABORATORIES INC

PHOSFHATE PHOSPHATE T 30MG ’

Active Ingredient Proprietary Name Dosage Form  Route TECode =RLD RS  Applicant Holder

www.fda.gov 9



Drug Product Listing Overview

ApplL 4 Dosage

Active Ingredient Proprietary Name )4 RS & Applicant Holder

No. ¥ Form
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN. CAFFEINE, AND GODEINE - 325MG; SIMG; 40MG; JEROME STEVENS
" ; . ] e , ; g 3 -
2 PHOSPHATE PHOSPHATE AlFA3TIRRERRS e ORAL - omc s PHARMACEUTICALS ING
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A Y
RX EHOEPHATE BHOSFHATE AOTSZH | CAPSULE ORAL oo AB LGM PHARMA SOLUTIONS LLG
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A M H a
RX CHOEPHATE BHOSFHATE A03335  CAPSULE ORAL oo AB MAYNE PHARMA ING
LBITAL; CAFFEINE: C S - 5MG; 5 _
RX SRl BRI In AR 500 w32 FIORINAL W/CODEINE NO19429  CAPSULE oRaL  S2SME AB RLD |RS |ALLERGAMN SALES LLC
PHOSFHATE MG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE 325MG; S0MG; $0MG;
- ; . . e . ; g : i ' e
DISCN | o spHATE BHOSFHATE AD7S351 | CAPSULE ORAL oo VINTAGE PHARMACEUTICALS LLG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; S0MG; $0MG; e
DISGN £ : : AOT4359  CAPSULE ORAL : : WATSON LABORATORIES ING
PHOSFHATE PHOSPHATE T 30MG ’

Active Ingredient Proprietary Name Dosage Form  Route TECode =RLD RS  Applicant Holder

www.fda.gov 10



Drug Product Listing Overview

Mkt : _ : ApplL 4 Dosage & a .
Status Active Ingredient Proprietary Name No. * Form ) # RS § Applicant Holder
ASPIRIN; BUTALBITAL; CAFFEIME: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE - 325MG; 50MG; 40MG; JEROME STEWENS
" X ] : o n E 3 3 n
2 PHOSPHATE PHOSFHATE Alliass EAEslLE L MG s PHARMACEUTICALS ING
ASPIRIN; BUTALBITAL; CAFFEIME: CODEINE BUTALBITAL, ASPIRIM, CAFFEINE, AND CODEINE - 325MG; 50MG; 40MG; -
;4 Py & A (]
RX PHOSPHATE PHOSFHATE AOTS23  CAPSULE ORAL 20MG AB LGM PHARMA SOLUTIONS LLC
ASPIRIN; BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIM, CAFFEINE, AND CODEINE - 325MG; 50MG; 40MG; _
'3 Py & A M - d
RX PHOSPHATE PHOSFHATE AZ203335 CAPSULE ORAL 20MG AB MAYME PHARMA INC
M; L L; CAFFEINE; C y - - EMG; 5 -
RX 'E'SERI BEMEE TS R AR LT (e L FIQRIMAL WICODEINE N01942%  CAPSULE ORAL 3% rl"" AB RLD RS  ALLERGAM SALES LLC
PHOSPHATE MG
ASPIRIN; BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE J25MG; S0MG; 40MG;
e X ; G = . : 3 3 - . - -
DISCH PHOSPHATE PHOSFHATE A0T33M  CAPSULE ORAL 20 VINTAGE PHARMACEUTICALS LLC
ASPIRIN; BUTALBITAL; CAFFEIME: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE - J25MG; G; 40MG; - -
DISCN . ' ' ADTA359 CAPSULE ORAL ' ' WATSOMN LABORATORIES INGC
PHOSPHATE PHOSPHATE "t aoMe '

Active Ingredient Proprietary Name Dosage Form  Route TECode =RLD RS  Applicant Holder

www.fda.gov 11



Drug Product Listing Overview

ApplL 4 Dosage

Active Ingredient Proprietary Name )4 RS & Applicant Holder

No. ¥ Form
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN. CAFFEINE, AND GODEINE - 325MG; SIMG; 40MG; JEROME STEVENS
" ; . ] e , ; g 3 -
2 PHOSPHATE PHOSPHATE pAULE gl (R ORAL - omc s PHARMACEUTICALS ING
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A Y
RX EHOEPHATE BHOSFHATE AOTSZH | CAPSULE ORAL oo AB LGM PHARMA SOLUTIONS LLG
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A M H a
RX CHOEPHATE BHOSFHATE A03335  CAPSULE ORAL oo AB MAYNE PHARMA ING
LBITAL; CAFFEINE: C S - 5MG; 5 _
RX SRl BRI In AR 500 w32 FIORINAL W/CODEINE NO19429  CAPSULE oRaL  S2SME AB RLD |RS |ALLERGAMN SALES LLC
PHOSFHATE MG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE 325MG; S0MG; $0MG;
- ; . . e . ; g : i ' e
DISCN  oocpuaTe BHOSFHATE AD7S351 | CAPSULE ORAL oo VINTAGE PHARMACEUTICALS LLG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; S0MG; $0MG; e
DISGN £ : : AOT4359  CAPSULE ORAL : : WATSON LABORATORIES ING
PHOSFHATE PHOSPHATE T 30MG ’

Active Ingredient Proprietary Name Dosage Form  Route TECode =RLD RS  Applicant Holder

www.fda.gov 12



Drug Product Listing Overview

Active Ingredient Proprietary Name . AppL ] Dosage # RS & Applicant Holder
Nao_ Form S
ASPIRIN; BUTALBITAL; CAFFEIME: CODEINE BUTALBITAL, ASPIRIN, CAFFEIME, AND CODEINE - 325MG; S0MG; 40MG; JEROME STEWENS
- ; : . o . : ; : .
[ PHOSFHATE PHOSFHATE AnIaa) SR SR I G b PHARMACEUTICALS INC
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEIME, AND CODEINE _ 325MG; S0MG; 40MG; _
;4 Py & A (]
RX PHOSEHATE PHOSPHATE AOTI23 CAPSULE ORAL 10ME AB LGM PHARMA SOLUTIONS LLC
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEIME, AND CODEINE _ 325MG; S0MG; 40MG; _
x PS A 5 NE PHARM
RX PHOSEHATE PHOSPHATE A203333 | CAPSULE ORAL 0ME AB MAYHE PHARMA INC
M; L L; Ci EINE; C y - - BMG; 5 -
RX 'E'SERI ABUTALBITALIGALEEINECOUE HE FIORIMAL WICODEINE NO1942% CAPSULE ORAL 3% rla. AB RLD RS  ALLERGAM SALESLLC
PHOSPHATE MG
ASPIRIN; BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE J26MG; 50MG; 40MG;
= ; : . - . : ; : - ; -~ -
DISCN PHOSEHATE PHOSPHATE ADTIIS CAPSULE ORAL 0ME WVINTAGE PHARMACEUTICALS LLC
ASPIRIN; BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE - J2EMG; G; 40MG; - -
DISCHN N ! ! ADT4359 CAPSULE DRAL ' ' WATSON LABORATORIES NG
FHOSPHATE PHOSFHATE T ame ’

Active Ingredient Proprietary Name AppL No. Dosage Form Route TECode =RLD RS  Applicant Holder
LI

www.fda.gov 13



Drug Product Listing Overview

ApplL & Dosage

Active Ingredient Proprietary Name No. * Form Applicant Holder
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN. CAFFEINE, AND GODEINE - 325MG; SIMG; 40MG; JEROME STEVENS
" ; . ] e , ; g 3 -
2 PHOSPHATE PHOSPHATE A3 TTRERS e ORAL - omc s PHARMACEUTICALS ING
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A Y
RX EHOEPHATE BHOSFHATE ATz |CAPSULE ORAL oo AB LGM PHARMA SOLUTIONS LLG
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A M H A
RX CHOEPHATE BHOSFHATE A203335 |CAPSULE ORAL oo AB MAYNE PHARMA ING
LBITAL; CAFFEINE: C S - 5MG; 5 _
RX SRl BRI In AR 500 w32 FIORINAL W/CODEINE No13428  |carsuLE oRaL  S2SME AB RLD |RS |ALLERGAMN SALES LLC
PHOSFHATE MG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE 325MG; S0MG; $0MG;
- ; . . e . ; g : i ' e
DISCN  oocpuaTe BHOSFHATE A0T5351 | CAPSULE ORAL oo VINTAGE PHARMACEUTICALS LLG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; S0MG; $0MG; e
DISGN £ : : A0T4359  |CAPSULE ORAL : : WATSON LABORATORIES ING
PHOSFHATE PHOSPHATE T 30MG ’

Active Ingredient Proprietary Name AppL No.  Dosage Form TECode =RLD RS  Applicant Holder
LI

www.fda.gov 14



Drug Product Listing Overview

ApplL 4 Dosage

Active Ingredient Proprietary Name No. * Form Applicant Holder
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN. CAFFEINE, AND GODEINE - 325MG; 5IMG; 40MG; JEROME STEVENS
" ; . ] e , ; g 3 -
2 PHOSPHATE PHOSPHATE AlFA3TIRRERRS e ORAL | 3omc s PHARMACEUTICALS ING
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A Y
RX EHOEPHATE BHOSFHATE AOTSZH | CAPSULE orAL | oo AB LGM PHARMA SOLUTIONS LLG
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5OMG; 40MG; _
W P & A M H A
RX CHOEPHATE BHOSFHATE A03335  CAPSULE orAL | oo AB MAYNE PHARMA ING
LBITAL; CAFFEINE: C S - 5MG; 5 _
RX SRl BRI In AR 500 w32 FIORINAL W/CODEINE NO19429  CAPSULE oRraL | 32ME AB RLD |RS |ALLERGAMN SALES LLC
PHOSFHATE 0MG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE 325MG; S0MG; $0MG;
- ; . . e . ; g : i ' e
DISCN  oocpuaTe BHOSFHATE AD7S351 | CAPSULE oRAL | Lo VINTAGE PHARMACEUTICALS LLG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; S0MG; $0MG; e
DISGN £ : : AOT4359  CAPSULE ORAL : : WATSON LABORATORIES ING
PHOSFHATE PHOSPHATE | some ’

Active Ingredient Proprietary Name Dosage Form TECode =RLD RS  Applicant Holder

www.fda.gov 15



Drug Product Listing Overview

ApplL 4 Dosage

. - - & a .
Active Ingredient Proprietary Name No. * Form ) # RS § Applicant Holder
ASPIRIN; BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEIME, AND CODEINE - A2EMG; S0MG; 40MG; JEROME STEVENS
" ¥ 5 : pe| n E ¥ 5 n
R PHOSPHATE PHOSFPHATE AIELG] | SEE ORAL MG AE PHARMACEUTICALS ING
ASPIRIN; BUTALBITAL, CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE - 32EMG; S0MG; 40MG; -
;4 Py & A ]
RX PHOSEHATE PHOSPHATE AOTS23  CAPEULE ORAL 10ME AB LGM PHARMA SOLUTIONS LLC
ASPIRIN; BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE - 325MG; 50MG; 40MG; _
% F5 A A B HARM
RX PHOSEHATE PHOSPHATE A203333  CAPEULE ORAL 0ME AB MAYNE PHARMA INC
M; L L, CAFFEINE; C y - - EMG; 5 -
X 'E'SEHI EEMATAN S IR RS LIS ] FIORIMAL W/CODEINE NO19429  CAPEULE ORAL 3% rl._-. AB RLD RS ALLERGAMN SALEELLC
PHOSPHATE MG
ASPIRIN; BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE 325MG; 50MG; 40MG;

o 2 5 : =y . E 4 5 - v - =
DISCH PHOSEHATE PHOSPHATE AOTS3H CAPEULE ORAL 10ME VINTAGE PHARMACEUTICALS LLC
ASPIRIN; BUTALBITAL; CAFFEINE: CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE o 325MG; G; 40MG; S
DISCH . ' ' AOT4339  CAPSULE ORAL ! ! WATSON LABORATORIES INC

FHOSPHATE PHOSFHATE | amme ’

Active Ingredient Proprietary Name Dosage Form  Route TECode =RLD RS  Applicant Holder

www.fda.gov 16



Drug Product Listing Overview

ApplL 4 Dosage

Active Ingredient Proprietary Name No. * Form Applicant Holder
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN. CAFFEINE, AND GODEINE - 325MG; SIMG; 40MG; JEROME STEVENS
" ; . ] e , ; g 2 (I8
2 PHOSPHATE PHOSPHATE AlFA3TIRRERRS e ORAL - omc s PHARMACEUTICALS ING
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A Y
RX EHOEPHATE BHOSFHATE AOTSZH | CAPSULE ORAL oo AB LGM PHARMA SOLUTIONS LLG
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A M H A
RX CHOEPHATE BHOSFHATE A03335  CAPSULE ORAL oo AB MAYNE PHARMA ING
LBITAL; CAFFEINE: C S - 5MG; 5 _
RX SRl BRI In AR 500 w32 FIORINAL W/CODEINE NO19429  CAPSULE oRaL  S2SME AB RLD RS |ALLERGAMN SALES LLC
PHOSFHATE MG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE 325MG; S0MG; $0MG;
- ; . . e . ; g : i ' e
DISCN  oocpuaTe BHOSFHATE AD7S351 | CAPSULE ORAL oo VINTAGE PHARMACEUTICALS LLG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; S0MG; $0MG; e
DISGN £ : : AOT4359  CAPSULE ORAL : : WATSON LABORATORIES ING
PHOSFHATE PHOSPHATE T 30MG ’

Active Ingredient Proprietary Name Dosage Form  Route TECode =RLD RS  Applicant Holder
L1

www.fda.gov 17



Drug Product Listing Overview

ApplL 4 Dosage

Active Ingredient Proprietary Name No. * Form Applicant Holder
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN. CAFFEINE, AND GODEINE - 325MG; SIMG; 40MG; JEROME STEVENS
" ; . ] e , ; g 3 -
2 PHOSPHATE PHOSPHATE AlFA3TIRRERRS e ORAL - omc s PHARMACEUTICALS ING
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A Y
RX EHOEPHATE BHOSFHATE AOTSZH | CAPSULE ORAL oo AB LGM PHARMA SOLUTIONS LLG
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A M H A
RX CHOEPHATE BHOSFHATE A03335  CAPSULE ORAL oo AB MAYNE PHARMA ING
LBITAL; CAFFEINE: C S - 5MG; 5 _
RX SRl BRI In AR 500 w32 FIORINAL W/CODEINE NO19429  CAPSULE oRaL  S2SME AB RLD | RS |ALLERGAMN SALES LLC
PHOSFHATE MG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE 325MG; S0MG; $0MG;
- ; . . e . ; g : i ' e
DISCN  oocpuaTe BHOSFHATE AD7S351 | CAPSULE ORAL oo VINTAGE PHARMACEUTICALS LLG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; S0MG; $0MG; e
DISGN £ : : AOT4359  CAPSULE ORAL : : WATSON LABORATORIES ING
PHOSFHATE PHOSPHATE T 30MG ’

Active Ingredient Proprietary Name Dosage Form  Route TECode =RLD RS  Applicant Holder

www.fda.gov 18



Drug Product Listing Overview

ApplL 4 Dosage

Active Ingredient Proprietary Name RS § Applicant Holder

No. ¥ Form
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN. CAFFEINE, AND GODEINE - 325MG; SIMG; 40MG; lEROME STEVENS
" ; . ] e , ; g 3 -
2 PHOSPHATE PHOSPHATE AlFA3TIRRERRS e ORAL - omc s PHARMACEUTICALS ING
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A Y
RX EHOEPHATE BHOSFHATE AOTSZH | CAPSULE ORAL oo AB | GM PHARMA SOLUTIONS LLG
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A M H a
RX CHOEPHATE BHOSFHATE A03335  CAPSULE ORAL oo AB MAYHE PHARMA ING
LBITAL; CAFFEINE: C S - 5MG; 5 _
RX SRl BRI In AR 500 w32 FIORINAL W/CODEINE NO19429  CAPSULE oRaL  S2SME AB RLD | RS |LLERGAM SALES LLC
PHOSFHATE MG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE 325MG; S0MG; $0MG;
- ; . . e . ; g : i ' e
DISCN  oocpuaTe BHOSFHATE AD7S351 | CAPSULE ORAL oo NTAGE PHARMAGEUTICALS LLG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; S0MG; $0MG; e
DISGN £ : : AOT4359  CAPSULE ORAL : : NATSOM LABORATORIES ING
PHOSFHATE PHOSPHATE T 30MG [

Active Ingredient Proprietary Name Dosage Form  Route TECode =RLD RS  Applicant Holder

www.fda.gov 19



Drug Product Listing Overview

ApplL 4 Dosage

Active Ingredient Proprietary Name No. * Form Applicant Holder
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN. CAFFEINE, AND GODEINE - 325MG; SIMG; 40MG; JEROME STEVENS
" ; . ] e , ; g 3 -
2 PHOSPHATE PHOSPHATE AlFA3TIRRERRS e ORAL - omc s PHARMACEUTICALS ING
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A Y
RX EHOEPHATE BHOSFHATE AOTSZH | CAPSULE ORAL oo AB LGM PHARMA SOLUTIONS LLG
ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; 5IMG; 40MG; _
W P & A M H A
RX CHOEPHATE BHOSFHATE A03335  CAPSULE ORAL oo AB MAYNE PHARMA ING
LBITAL; CAFFEINE: C S - 5MG; 5 _
RX SRl BRI In AR 500 w32 FIORINAL W/CODEINE NO19429  CAPSULE oRaL  S2SME AB RLD RS |ALLERGAM SALES LLC
PHOSFHATE MG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE 325MG; S0MG; $0MG;
- ; . . e . ; g : i ' e
DISCN  oocpuaTe BHOSFHATE AD7S351 | CAPSULE ORAL oo VINTAGE PHARMACEUTICALS LLG
ASPIRIN; BUTALBITAL; GAFFEINE; CODEINE BUTALBITAL, ASPIRIN, CAFFEINE, AND GODEINE _ 325MG; S0MG; $0MG; e
DISGN £ : : AOT4359  CAPSULE ORAL : : WATSON LABORATORIES ING
PHOSFHATE PHOSPHATE T 30MG I

Active Ingredient Proprietary Name Dosage Form  Route TECode =RLD RS  Applicant Holder

www.fda.gov 20



Patent Data Overview

Patent Data

Patent No & Patent Expiration Drug Substance ¥ Drug Product Patent Use Code Delist Roquestad $ Submission Date

001 U-2469
00t DS oe
001
o0t 1002172029

1116/2035
00t 1000578 1062472029 127202018
o0t 10045091 041042037 121202018
001 10047087 102172029 U.2474 1212012018
Dot 10137127 040472037 oP 121202018
Dot 10172581 111162035 0s 067132019
001 10668072 040042037 np 00017/2020
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Patent Data Overview

Patent Data

& Patent Expiration Drug Substance Drug Product Patent Use Code Delist Roquestad $ Submission Date
001 U-2469
00t DS oe
001
o0t

162035

00t 1000578 072472029 127202018
001 10045891 )4/04/2037 1212072018
) 10047087 0/21/2029 U.2474 1212012018
Dot 10137127 40472037 oFP 121202018
Dot 10172581 11162035 0s 067132019
001 10668072 1400472037 np 00017/2020
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Patent Data

Patent No

Patent Data Overview

Drug Substance ¥ Drug Product Patent Use Code

Submission Date

00t 10005 78:
o001 10045591
Dot 10047097
00t 10137127
0ot 10172861
00t 10668072

102472029

040472037
10/21/2029
04/04/2037
111672035

040472037

U-2469
03 0P
L2474
oP
0s
Dp

1202002018

1212072018

121202018
1271202018

0671372019

00 772020

www.fda.gov
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Patent Data Overview

Patent Data

Patent No ¢ Patent Expiration ] ¥ Drug Product Patent Use Code Delist Roquestad $ Submission Date

o0t 1212312029 D8 0P
001 8865698 1012172029 U-2469

00t 9127013 1002172029 08 ne

001t 9447104 U-2470

om 916783 L2409 1272002018
001 8782414 121202018
001 10005 78: 102472029 1202002018
001 10045891 04/04/2037 1212072018
001 10047087 10/21/2029 1212012018
0% 10137127 040412037 oP

DOt 10172551 1111612035 08 061132019
001 10668072 040472037 oP 00N 772020
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Patent Data

Patent No

Patent Data Overview

¢ Patent Expiration

Urug Substance ¥ Drug Product

Patent Use Code

$ Submission Date

00t 10005 78:
o001 10045591
Dot 10047097
00t 10137127
0ot 10172861
00t 10668072

102472029

040472037
10/21/2029
04/04/2037
111672035

040472037

WCERDUS

DS ur
oP
0s
DP

U-2469

2474

1202002018

1212072018

121202018
1271202018

0671372019

00 772020

www.fda.gov
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Patent Data Overview

Patent Data

Patent No & Patent Expiration Drug Substance ¥ Drug Product Patent Use Code Delist Roquestad $ Submission Date

001 U-2469
00t DS oe
001
o0t 1002172029

1116/2035
00t 1000578 1062472029 127202018
o0t 10045091 041042037 121202018
001 10047087 102172029 U.2474 1212012018
Dot 10137127 040472037 oP 121202018
Dot 10172581 111162035 0s 067132019
001 10668072 040042037 np 00017/2020

www.fda.gov 26



Exclusivity Data Overview

Exclusivity Data

L]
Exclusivity Code ¥ Exclusivity Expiration

ELS

Product No

NEW CHEMICAL ENTITY

MCE ). DROTI2025
N
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Additional Information and Resources

Home » Drug Databases » Orange Book Home
Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
f {AKL / In LINKEDIN O = B = PRIN

On March 23, 2020, FL);\ rrnmvud rom the "ron"e Book the listings for "biological products” that have been approved in applications under section 505 of the FD&C Act because these
products are no lon - Q2(a)(4) of the Biologics Price Competition and Innovation Act of 2009)

We've updated our mobile app!
Additional information and resources for the Orange Book Downiload Orange Book Eupresq 2.0

AnU

[ App Store pC n«wl\ play

www.fda.gov 28



www.fda.gov

Additional Information and Resources

Additions/Deletions for Prescription and OTC Drug Product Lists

Orange Book Data Files

Reference Listed Drugs by ANDA Reference Standard List
Orange Book Patent Listing Dispute List

BPCIA Orange Book Transition Edition

Frequently Asked Questions on The Orange Book

Frequently Asked Questions on Patents and Exclusivity

Orange Book Preface

FDA introduces reference standard data updates to the Orange Book

29


https://www.fda.gov/drugs/drug-approvals-and-databases/additionsdeletions-prescription-and-otc-drug-product-lists
https://www.fda.gov/drugs/drug-approvals-and-databases/orange-book-data-files
https://www.fda.gov/media/103879/download
https://www.fda.gov/drugs/drug-approvals-and-databases/orange-book-patent-listing-dispute-list
https://www.fda.gov/media/136324/download
https://www.fda.gov/drugs/drug-approvals-and-databases/frequently-asked-questions-orange-book
https://www.fda.gov/drugs/development-approval-process-drugs/frequently-asked-questions-patents-and-exclusivity
https://www.fda.gov/drugs/development-approval-process-drugs/orange-book-preface
https://www.fda.gov/drugs/drug-approvals-and-databases/fda-introduces-reference-standard-data-updates-orange-book

Challenge Question #1

The OB Staff uses generic drug approval

information to update product listings in the
Orange Book database daily.

A. TRUE
B. FALSE

www.fda.gov 30



Challenge Question #2

B. PATENT AND EXCLUSIVITY DATA
C. MARKETING STATUS
D. ALL OF THE ABOVE

www.fda.gov

The Orange Book publication includes which of
the following:

A. PRESCRIPTION DRUG PRODUCT LISTINGS

31
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The Orange Book Staff can be contacted by email at

Camille Smith, PharmD, RPh, RAC
Orange Book Staff Pharmacist
Division of Legal and Regulatory Support (DLRS)
Office of Generic Drug Policy
CDER | U.S. FDA

Celebrating 40 Years: An In-Depth Examination of the FDA Orange Book — October 27-28, 2020


mailto:orangebook@fda.hhs.gov
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