U.S. FOOD & DRUG

ADMINISTRATION

Overview of FDA Resources

Heena Patel, PharmD

Center for Drug Evaluation and Research | Food and Drug Administration
Division of Drug Information | Office of Communications



Disclaimer

The views and opinions expressed In the
following PowerPoint slides are those of the
individual presenter and should not be
construed to represent FDA's view or
policies.



Objectives

. ldentify FDA resources that contain information on drug
safety issues

. Locate adverse event reporting information on FDA'’s
website

. Utilize drug information resources to stay informed on
FDA actions, decisions and initiatives



FOA

U.S. Food and Drug Administration

— Office of Foods

Office of Medical Products &

B Tobacco
Center for Drug Evaluation & Research

Office of Global Regulatory
Operations & Policy

Office of the Commissioner -

= Office of Chief Scientist

= Office of Women’s Health

o Office of Minority Health 4




FDA: What We Do

e Mission: Promote and protect public health

 FDA'’s primary responsibility Is to protect the American
people from unsafe or mislabeled food, drugs, and other
medical products and to make sure consumers have
access to accurate, science-based information about the
products they need and rely on every day

« FDA/CDER (Center for Drug Evaluation and Research)
ensures that safe, effective and high quality drugs are
available for U.S. consumers



Division of Drug Information
(DDI)

« DDI is CDER'’s focal point for public inquiries regarding
human drug products

e The mission of DDI is to optimize CDER's educational
and communication efforts to our global community

 We support the FDA’s mission to promote and protect
public health



Objectives

. ldentify FDA resources that contain information on
drug safety issues

. Locate adverse event reporting information on FDA'’s
website

. Utilize drug information resources to stay informed on
FDA actions, decisions and initiatives



FDA

FDA Databases/Resources

Drugs@FDA

National Drug Code (NDC) Directory
Orange Book

Purple Book

Drug Safety Labeling Changes (SLC) Database

Drug Shortages

Approved Risk Evaluation and Mitigation Strategies (REMS)
Drug Safety Communications

MedWatch



CDER Home Page:

Where to Find Resources
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Drugs

Home » Drugs

CDER Small Business and Industry Assistance (SBIA)

CDER SBIA REd| Conference

PRESCRIPTION DRUG LABELING
CONFERENCE 2017

TOMMY DOUGLAS CONFEREMNCE CENTER
10000 New Hampshire Ave
Silver Spring, MD 20903

FOuA and Industry labeling specialistz present their unique perspectives

Mavigate the Drugs Section

Spotlight

= Find Information about & Drug
=  Search Drugsi@FDA
= Orange Book Search
= Mational Drug Code Directory

= Drug Shortages

Recalls & Alerts

= Drug Recalls

= MedWatch: The FDA Safety
Information and Adverse Event
Reporting Program

= Recalls, Market Withdrawals, &
Safely Alerts
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CDER Small Business and Industry Assistance (SBIA) e

= FIng Iremnaion about 3 CDrug

CDER SBIA REd
PRESCRIPTION DRUG LABELING
CONFERENCE 2017

10000 New Harmpshire Awve
Silver Spring, MD 20503

Lonference = Sa3rch Crugs@FDa

« Jrange Sook Search

- Malioral Dwnug Code Direchony

- Dnug Shorlages

Racalls & Alartz

FOw and Industry labeling speciallsts present helr unkque perspeciives = Dnig Recalls
«  MedWsich: The FDA Safsty
nformatian 2nd Asvarse Svem
Reparting Pragram
Mavigate the Drugs Section - Fecaks, Market Vithdrswak, &
Safety Alarts

Emangancy Freparednass Guldanca, Compillanca & Ragulatony Infammation
Eloteransm, drug preparedness and naiural dissstar Loaking for FDA Guldance, Complianca, & Reguiaiony
r=Eponss Imfarmation? Web pags provides quick InkEs o 3 vansty of Approwals & Clearances

Lopics.
Dwug Approvals 3nd DElabases
COER nighlighss Key WisD BNSE. Vel pags provides guick MaWE & Evanis = This Wesk's Dnug Aoprovals
links 1a everything trom acranyme bo wholss3le disirbuiar \What's Mew on This iz, Drug Aporoval LEEIng, lMestings Trug ardl Sicloglc Approval and
- . B [ _— - - - - = LTUG SNd Deoe0ais: A, d H
&nd thind-pany gEIcs pravidars reparing End Conferencss ND ACTuRy REports
Dnug Eafsty and Avalsbiliy Eoience & Ressanch (Dngs) - Saanch Dnug Approval Repors
Medication Guldes. Drug Shorages. Drug Safsty Fagsarcn by FOW SIS 1o Evaluaie and Enhancs the Safety o Month Using Crugede0A
Communications and Cihar Safety ANNOUNCSMEs of Drug Products : -
C=velopmant & Agproval Fracess [Dnuge) RagowrceE for You
Gel 1o know FOWME dnug development and approval process For Consumers, Haalth Srofesslonals, ndustry stay Infarmsd
— anguring hat druge work and that tha benafiis oubweigh
i knowm risks. 10

= Wihals Mew Related o Cruge

= Tooks To Kesp You nformed



Mavigate the Drugs Section

Emengancy Fraparednaes
Blotemansm, dnug preparednzss and nairal dissster
r2EponES

Dinug Approvals 3nd Datsbases

CDER highiighss key Wad sRes. VWED paga provides quick
links %2 everything from acranyme bo wholssale distribuiar
and third-party kagkics pravidars reparing.

Drug Safety and Avalability
IMagication Gultes, Drug Shorages. Crug 5
Cammunications and Other Safely AnNoUNcEmETs

Devalapment & Aopraval Process (Dnugs)

Zel 1 know FOAE dnug development and Jpproval process
— ansuring that druge wark and that the benafiis aubweigh
thiair knossm riskes.

Guldanga, Compllanca & Ragulabony Insomation

Loaking for FOA Guldance, Complianca, & Reguiatony
Infarmation? Web page prowidas quick InkE o 3 vansty af
bomie=.

Mawe & Evanie
Wuhats Mew on Thie Siie, Drug Approval LiEIng, Masatings
and Conferencas

Zclence & Ressanch (Dngs)
Rag=aren by FOW S1af 1o Evaluzte and Snhancs the Safety
of Drug Products

Rasoureas for sou
For Consumere, Haalth Prodessionals, Industry

Rasouncas for You Ml BNd ANNCUNCEMBnts

»  [Find Information sizout 3 Drug « Edpanded Accees: PO Deecrbes Sfans 10 Es=e Applicaiion Procese

«  CONEUMETS = Regudng the Hurdles for Compiex Ganenc Dnug Davalapment

« Featngare Professionals - FDw Takae Impariant S32pe to Stem e Tide of Opioid Misusa and Abusa
. Inousty

«  Aboid the Cemar for Crug
Evaluation and Feseanch

. Qulci Tips for Buying

Lediines Cver tha intamat Drug Saraty

= CDERL2am

£ Mare Mews and Arnouncements

- Euying & Using Medicine Safely
= Dnug Safaly Communicatiang

- Index to Crug-Speciic Informatian

. Madicaion Suides

- Madication Hesith Fraud

- Postmarkat Drug Safety Information for Pafiants and Providers

= Repor a Problem to fhe FO&

e e
. Recalls, Market Withdravaks, &
Safely Alarts

Approwals & Clearances

- This Viesk's Drug Approvals

- Drnug and Siologlc Approval and
IND AcTvity REpOrE

- Saarch Crug Approval Repors
by Month Using Drugeg@DiA

stay Informed

= Wihat's Naw Related o Crugs
= Tooks To Keap You informed

= Mestings, Conferances, 3nd
WTKENDpE

. FOAS Drug Related
PBarformEnse MEe3ELr2E

Contact FOG

Toll Frag
{B55) 543-3784. ar
{301) T9E-3400
druginfodiids hins.goy

Human Drug information
Diwtslon of Crug Imkamnation
(COER)

Ofca of Communications
Feedoac Fom

10301 Haw Hampehire Avenua
Hillangaie Euliding, 4th Floor

Sliver Sprng, MD 20803
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AwZindex | FollowFDA | EnEspahol

LY U.S. FOOD & DRUG

ADMINISTRATION N -

Home | Food | Drugs | Medical Devices | Radistion-Emiting Products | “accines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Home » Drug Datsbases » Drugs@FDA

Drugs@FDA: FDA Approved Drug Products

f sHazs in LMEDIN | @ P | B EMAIL | S PRINT

Search by Drug Name, Active Ingredient, or Application Number

LAMOTRIGINE

Search by Drug Name

ABCDERGHIJELMNOPGRST UYWAY Z 03

Drug Approval Reports by Month
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Drugs@FDA: FDA Approved Drug Products

f aHARE | W TWEET | im LMKEDIN | @ PINIT | B EMAIL | & PRINT

Home | Previous Page

Search Results for "LAMOTRIGINE"

~roducts listed on this page may not be equivalent to one another.

LAMICTAL

LAMICTAL CD

LAMICTAL ©DT

LAMICTAL XR

LAMOTRIGINE
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Drugs@FDA: FDA Approved Drug Products

f zmzEs i LMERDIN | PROT | B BMAL | o PRINT

Home | Previous Page

Hew Drug Application [NDA): 020241
Company: GLAXOSMITHELIME LLC

LAKMICTAL LAMOTRIGINE 10ama TAELET,ORAL Procoripticn AE Yoe Ha

LAMICTAL LAMOTRIGINE 1s0ma TAELET,CRAL Precoripticn A2 WBE Ha

LAMICTAL LAMOTRIGINE ZamMe TAELET,CRAL Frecoripticn AE R0 L]

LARICTAL LAMOTRIGINE ZEOMB =5Faderal Reglcier dederminaiion that product was nod diccortinued or wihdream for cafety or effioaoy TABLET,ORAL Diccomtinued Kona YoE L]
raaLonG=

LAMICTAL LAMOTRIGINE ZEMG TAELET,CRAL Precoripticn A2 WBE R -

LAMICTAL LAMOTRIGINE EQMG =Fpderal Reglcier detsrmination that produot wae not dicsontinuesd or withdrewn for cafaty or efMeaoy TAELET,CRAL Diceominued Hane R0 L]
LI

Showing 1 to @ of & entries

Approval Date|s) and History, Letters, Labels, Reviews for MO 020241 a

Labels for NDA 020241

Therapeutic Equivalents for NDA 020241 a
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Drugs@FDA: FDA Approved Drug Products

f mesms i LIMEEOIM | B ROT | 3 EMAL | S PAINT

Mew Drug Application (NDA): 020241
Company: GLAXCOSMITHELIMNE LLC

Products on MDA 020241 "

Approval Date(s) and History, Letters, Labels, Reviews for NDA 020241

Original Approvals or Tentative Approvals

S5V Exce Print

PRIRITY Labal k= nat avallable on thie ele.

Showing 1 to 1 of 1 entries
Supplements

CEV Exce Print

Supplement Categories or Approval Type Letters, Reviews, Labels, Patient Package Insert

J5182m3 SUPPL-533 EfMcacy-teew Patient Pagulation
J3242M3 SUPPL-31 Lab=ing-dedication Guids
J3242M3 SUPPL-45 Lab=ing

12730120 £ SUPPL-4] Lab=ling-Fatant Packags Insert
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Drugs@FDA: FDA Approved Drug Products

fswmm | @ TWERT | g WMEEDM | § TROT | B WAL | S FAINT

Mew Drug Application (NDA): 020241
Company: GLAXCOSMITHELIMNE LLC

B suaL
+ Medicztion Guide
Products on MDA 020241 w
Approval Date(s) and History, Letters, Labels, Reviews for MDA 020241 ~

0470472003 SUPPL-18 Labailng Letiar (POF) Labal ks nat awallabie an thie Efz.
01772003 SUPPL-3 EMcacy-Mew Indication Labal (PDF)
05725200 SUPPL-11 EMcacy-Labaling Changa Wih Clinical Dats Labal (PDF)

Review (POF)
JZr232nm SUPPL-15 Labaing Lakal ks nat awallabie an thie Efz.
(150372000 SUPPL-14 Labeilng Labal ks nat awallabie an this sz
061272000 sSUPPL-12 Manufacturing | CMC) Labal ks nat awallabie an this sz
060818 SUPPL-3 Manufacturing | CMC) Labal ks nat awallabie an this sz
05M01e SUPPL-T Manufacturing | CMC) Labal ks nat awallabie an thie Efz.
12141838 SUPPL-3 EMcacy-Mew Indication Labal (PDF)

Lettar (POF)

Relew
08/241835 SUPPL-2 Efficacy-Mew Indicatian Labal {PDF)

Lettar (PDF)

Reniew
03181998 SUPPL-5 Labaing Lakal ks nat awallabie an thie Efz.
03181998 SUPPL-5 Manufacturing | CMCHConrol Lakal ks nat awallabie an thie Efz.
3111987 SUPPL-4 Labaing Lakal ks nat awallabie an thie Efz.
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A to Z Index Follow FD En Espariol

U.S. FOOD & DRUG I

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products § Waccines, BElood & Biclogics | Animal & Veterinary | Cosmetics | Tobacco Products

Drug Approval Package

0 FDA Home @ Drugs @ Drug Approvals and Databazes @ Drugs@FDA i od

Lamictal Chewable Dispersible Tablets (Lamotrigine)
Company: Glaxo Wellcome, Inc.
Application No.: 020-764 & 020-241/5002
Approval Date: 8/24/1998

* Approval Letter & Printed Labeling (POF) (3.8 MEB)

Medical Review(s) (PDF)
Part 1 (2 MB)

Part 2 (2 MB]

Part 3 (2.8 MB)

Part 4 (2.8 MB)

Chemistry Reviewis) (PDF) {782 KB}
Pharmacology Review(s) & Statistical Rewview(s) (POF) (2.3 MB)

* Clinical Pharmacology Biopharmaceutics Review(s) (POF)
Part 1 (2 ME)
Part 2 (2.2 ME)
Par 3 (2 ME)
Part 4 {1 ME)

*  Administrative Document(s¥Cormrespondance (POF)
Part 1 (2 ME)
Part 2 (2.2 ME)
Part 3 (2 MB)
Part 4 {1 ME)

Date crested: March 30, 2001; last updated: July 1, 2005
Back to Top Drugsi@FDA

18



National Drug
Code (NDC)
Directory



] U.S. FOOD & DRUG putems | e |
FONIMETHATCR N <

Medical Devices | Radiation-Emitting Products | Vaceines, Blood & Biologics | Animal & Veterinary Tobaceo Products

Home » Drug Databases » NDC

National Drug Code Directory

f snam

in LIKKEDIN | 8 PINIT | 3 EMAIL | & FRINT

The Mational Orug Code (NDC) Directory is updated daily.
Current through: September 17, 2017

*Required Field
Search the database

Choose a Search Type®: Nonproprigtary Name M
Search by Non Proprietary Name®: lamotrigine |

(Type in part or all of Non Proprietary Name)

SEARCH CLEAR

Background Information

Drug questions email: DRUGINFO@FDA HHS.GOV

See also: Drug Registration and Listing Instructions
National Drug Code Directory Data Files

20



National Drug Code Directory

T

f sxaRE

in LINKEDIN

Current through September 17, 2017

@ PINIT

&= EMAIL

= FRINT

Records marked with (E): This information was remaoved from publicafion, because FOA has found inaccuracy in the data submitted by the firm. Dats will be released for publicafion once complete and accurate information is submitted to FDA

Search Results: Monproprietary Name

Back to Search Page | Search Again

Display records per page

Only the first 500 results are displayed. Consider refining your search by entering more specific terms.

Csv

Excel

Search for text in the table: I

. NDC . Start End
Proprietary Package Strength Dosage Form Route  Appl. Mo. Labeler Name Product  Nonpropristary Substance Product Type Marketing Marketing Market F'ack.a-gel FPharm Class DEA
Name NDC Name Name Name Category Description
Code Date Date
LAMICTAL 0173- 5 mgl1 TABLET, ORAL NDADZO7E4 || GlaxoSmithkline 0173-0528  lamotrigine LAMOTRIGINE HUMAMN DE-04-1882  NA NDA 100 TABLET., Anti-apileptic MIA
0528-00 CHEWAELE LLC PRESCRIPTION CHEWABLE in 1 Agent [EPC],
DRUG BOTTLE (0173- Decressad
0525-00) Cenirsl Mervous
System
Disorganized
Electrical Activity
[PE]. Mood
Stabilizer [EPC]
LAMICTAL 0173- 25 mg TABLET, ORAL NDOADZD7E4 || GlaxoSmithkline 01730527 lamotngine LAMOTRIGINE  HUMAN 09-02-1e3  NIA NDA 100 TABLET. Anti-epileptic NiA
0527-00 CHEWAELE LLC PRESCRIPTION CHEWABLE in 1 Agent [EPC],
DRUG BOTTLE (0173~ Decreased
0527-00) Ceniral Mervous
System
Disorganized
Electrical Activity
[PE]. Mood
Stabilizer [EPC]
LAMICTAL 0173- KIT NDAD20241 GlaxoSmithKline 0173-0584  lamotrigine HUMAN 09-28-2002 | MNA MDA 1 BLISTER PACK e A
0504-02 LLC PRESCRIPTION in 1 PACHAGE,
DRUG COMEINATION
(D1 T73-0584-02) = 1
KIT in 1 BLISTER
PACHK
LAMICTAL 0173- 25 mag' TABLET ORAL MDAD20241 GlaxaSmithKline 01732-06322  lamotrigine LAMOTRIGINE | HUMAN 02-15-1008  MN/A MDA 100 TABLET in 1 Anti-zpileptic M
0633-02 LLC PRESCRIFTION BOTTLE (0173- Agent [EFC],
DRUG 0832-02) Decreased
Ceniral Mervous
System
Disorganized
Electrical Activity
IPE] Mood
Stabilizer [EPC]
LAMICTAL 0173- 25 mg' TABLET ORAL MDADZ20241 GlazxoSmithKline 0172-0632 lamotrigine LAMOTRIGINE  HUMAN 08-15-10968  M/A MDA 35 TAELET in 1 Anti-apileptic M
0633-10 LLC PRESCRIPTION DOSE PACK Agent [EPC],
DRUG (D172-D633-10) Decreased

Cenirsl Nervous
System
Disorganized
Electrical Activity

IFEL Mood) ]

Stabilizer [EPC]
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Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Waccines, Blood & Biclogics Animal & Veterinary | Cosmetics | Tobacco Products

Drugs

Home » Drugs ¥ Drug Approvals and Diatabases

National Drug Code Directory

Approved Drugs f z=arE in LINKEDIN | @B PINIT | 3% EMAIL | & FRINT
The Drug Listing Act of 1972 requires registered drug Download the New NDC Express
establishments fo provide the Food and Drug Mobile Application!
Administration (FDA) with a current list of all drugs
manufacturaed, prepared, propagated, compounded, or .

processed by it for commercial distribution. [See Section
510 of the Federal Food, Drug, and Cosmetic Act (Act) (21
u.lCZ. § 360)). Drug products are identified and reported
Using a unigue, three-segment number, called the Mational
Cirug Code (NDOC), which senves as a universal product
identifier for drugs. FOA publishes the listed NDC numibers
and the informaticn submitted as part of the listing
information in the NDC Directory which is updated daily.

Searching the NDC Directory is now faster and
easier with cur new mobile app!

The information submitted as part of the listing process, the

MDC numier, and the MDC Directory are used in the

implementation and enforcement of the Act.

Download NDC Express




Orange Book
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Medical Devices | Radiation-Emitting Products | Vaccines, Elood & Biologics | Animal & Veterinary | Cosmefics | Tobacco Products

Home » Drug Databases » Orange Book Home

Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations

f sHame in LMKEDIN | @ PINIT | & EMAIL | & PRINT

We've updated our mobile app!

. . . Download Crange Book Express 2.0
Additional information and resources for the Orange Book

£ Doawnlosd on th
& Appstore

Mobile App Users: Please replace Orange Book Express with Orange Book Express 2.0

~ Search by Proprietary Name, Active Ingredient or Application Number

|Entecavir

¢ Search by Applicant (Company)
¢ Search by Dosage Form (for example: TABLET)

v Search by Route of Administration (for example: ORAL)

» Search by Patent Number

+ View Newly Added Patents or Delisted Patents

24



AtnZindex | FolowFDA | EnEspafiol

U.S. FOOD & DRUG

ADMINISTRATION

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Home » Drug Databases > Orange Book Home
Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
f sHamRs in UNKEDIN | @ PINIT | & EMAIL | & PRINT
Home | Modify Search

Search Results for Proprietary Name, Active Ingredient or Application Number: Entecavir

21 records returned

MRX [JOTC [JDISCN

Display records per page Search for text in the table: l_
v - - - - TE Code “ RLD RS

RX ENTECAVIR BARACLUDE N021798 SOLUTION ORAL 0.05MG/ML RLD RS BRISTOL MYERS SQUIBB

RX ENTECAVIR BARACLUDE N021797 TABLET ORAL 0.5MG AB RLD BRISTOL MYERS SQUIBB

RX ENTECAVIR BARACLUDE NO21797 TABLET ORAL MG AB RLD RS BRISTOL MYERS SQUIBB

RX ENTECAVIR ENTECAVIR A205824 TABLET ORAL 0.5MG AB ACCORD HEALTHCARE INC

RX ENTECAVIR ENTECAVIR A206652 TABLET ORAL 0.5MG AB AMNEAL PHARMACEUTICALS

RX ENTECAVIR ENTECAVIR A206217 TABLET ORAL 0.5MG AB AUROBINDO PHARMA LTD

RX ENTECAVIR ENTECAVIR A206872 TABLET ORAL 0.5MG AB CIPLALTD

RX ENTECAVIR ENTECAVIR A205740 TABLET ORAL 0.5MG AB HETERO LABS LTD UNIT V

RX ENTECAVIR ENTECAVIR A206204 TABLET ORAL 0.5MG AB PAR PHARMACEUTICAL INC

RX ENTECAVIR ENTECAVIR A206672 TABLET ORAL 0.5MG AB SANDOZ INC

RX ENTECAVIR ENTECAVIR A202122 TABLET ORAL 0.5MG AB TEVA PHARMACEUTICALS USA

RX ENTECAVIR ENTECAVIR A206745 TABLET ORAL 0.5MG AB ZYDUS PHARMACEUTICALS USA INC

25



U. S. FO 0 D & D RU G AtoZindex | FolowFDA | EnEspariol
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Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Home > Drug Databases » Orange Book Home

Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations

f sHeme in LNKEDIN | @ PINIT | 6 EMAIL | & PRINT

We've updated our mobile app!

. . . Download Orange Book Express 2.0
Additional information and resources for the Orange Book

£ Downlosd on th
& AppStore

Mobile App Users: Please replace Orange Book Express with Orange Book Express 2.0

* Search by Proprietary Name, Active Ingredient or Application Number

Kiidra | Search |

+ Search by Applicant (Company)

v Search by Dosage Form (for example: TABLET)

¢ Search by Route of Administration (for example: ORAL)

» Search by Patent Number

» View Newly Added Patents or Delisted Patents

26



FUA

Search Results for Proprietary Name, Active Ingredient or Application Number: Xiidra

1 record returned

MRX WOTC WDISCN CSV | Excel

Display records per page Search for text in the table: |

Active Ingredient Proprietary Name % Dosage Form Strength % Applicant Holder

RX LIFITEGRAST XIIDRA N208073 SOLUTION/DROPS OPHTHALMIC 5% RLD RS SHIRE DEVELOPMENT LLC

MEkt.
Status

Showing 1 to 1 of 1 entries Previous Next

Active Ingredient Proprietary Name Appl No Dosage Form Route Strength Applicant Holder

XIIDRA (LIFITEGRAST)
5% Marketing Status: Prescription

Active Ingredient: LIFITEGRAST

Proprietary Name: XIIDRA

Dosage Form; Route of Administration: SOLUTION/DROPS; OPHTHALMIC
Strength: 5%

Reference Listed Drug: Yes

Reference Standard: Yes

TE Code:

Application Number: N208073

Product Number: 001

Approval Date: Jul 11, 2016

Applicant Holder Full Name: SHIRE DEVELOPMENT LLC
Marketing Status: Prescription

Patent and Exclusivity Information h

27



Patent and Exclusivity for: N208073

Product 001
LIFITEGRAST (XIIDRA) SOLUTION/DROPS 5%

Patent Data
Product No Patent No Patent Expiration Drug Substance Claim Drug Product Claim Patent Use Code Delist Requested
001 7314938 Mar 10, 2025 DS DP
001 7745460 Nov 5, 2024 DS DP U-1880
001 7790743 Nov 5, 2024 U-1880
001 7928122 Nov 5, 2024 DS DP
001 8084047 May 17, 2026 DS DP
001 8168655 May 9, 2029 u-1880
001 8367701 Apr 15, 2029 DP uU-1880
001 8592450 May 17, 2026 u-1880
001 8927574 Nov 12, 2030 DP
001 9085553 Jul 25, 2033 DP
001 9216174 Nov 5, 2024 DP
001 9353088 Oct 21, 2030 DP
001 9447077 Apr 15, 2029 U-1900
Exclusivity Data

Product No Exclusivity Code Exclusivity Expiration

001 NCE Jul 11, 2021




Biosimilars

15"

The Purple Book includes :

*A list of biological products, including any biosimilar
and interchangeable biological products

*The date a biological product was licensed and
whether FDA evaluated the biological product for
reference product exclusivity

eIndicates whether a biological product has been
determined by the FDA to be biosimilar to or
interchangeable with a reference biological product

*Biosimilar and interchangeable biological products
licensed will be listed under the reference product to
which biosimilarity or interchangeability was
demonstrated

*Separate lists for those biological products regulated
by the Center for Drug Evaluation and Research
(CDER) and the Center for Biologics Evaluation and
Research (CBER)

29



Purple Book

Center for Drug Evaluation and Research

List of Licensed Biological Products with (1) Reference Product Exclusivity and (2) Biosimilarity or Interchangeability Evaluations to Date

DATE OF FIRST REFERENCE PRODUCT

DATE OF LICENSURE LICENSURE EXCLUSIVITY EXPIRY DATE | INTERCHANGEABLE (1)/
BLA 5TH PRODUCT {PROPER) NAME PROPRIETARY NAME {mo/day/yr) (may/day/yr) (mofday/yr) BIOSIMILAR (B) WITHDRAWN
125118 abatacept Orencia 12/23/05
103575 abaiximah ReaPro 12/22/94 NA NA
125274 abobotulinumtoxinA Dysport 04/29/09
125057 adalimumab Humira 12/31/02 NA NA
761058 adalimumab-adbm Cyitezo 08/25/17 B
761024 adalimumab-atto Amjevita 09/23/16 B
12547 ado-trastuzumab emtansine Kadyla 02/22/13

30




Drug Shortages
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Drug Shortages

f sHARE in LINKEDIN | @ PINIT | & EMAIL | &= PRINT

Search the Drug Shortages Database

Upgraded Drug Shortages app for Android devices adds alert
feature

The Food and Drug Administration released Drug Shortages 2 mobile
application for Android devices. Android device users are able to
receive notifications when there is new or updated information about
a shortage of a drug product or about a drug within selected
therapeutic categories.

Designed for Android devices, Drug Shortages 2 sends alerts when
the Agency adds or updates shortage information about a drug
product or about a drug within selected therapeutic categories. We
are currently working on notifications for the iOS version of the Drug
Shortage mobile app, which will be available soon.

Download the Drug Shortages 2 app for Android devicesg

Download the Drug Shortages Mobile Application

Download on the ANDROID APP ON

LA
a App Store | P> Google play
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FDA Drug Shortages

f sHaR

o TWEET | in UNKEDIN | @ PINIT | @ EMAL | & PRINT

Current and Resolved Drug Shortages and Discontinuations Reported to FDA

Report a Drug Shortage | Contact Us | FAQ | Background Info | £ Get Emiail Alerts | g RSS Fead

Search by Generic Name or Active Ingredient: Enter at |east three characters Submit
Current/Resolved Shortages Discontinuations Therapeutic Categories Mew and Updated

A B CDTETFGHTIIKTLMNMNOOZPGQRTSTUV W X Y Z

A drug receives Resclved status when the Drug Shortages Staff (DSS) determines that the market is covered,
based on information from all manufacturers. The market is considered covered when supply is available from at
least one manufacturer to cover total market demand. However, some manufacturers may not have all
presentations available. DSS monitors the supply of products with Resolved status. For the most current supply
information, contact the manufacturers.

Acetohydroxamic Acid (Lithostat) Tablets Resolved
Albuterol Sulfate Inhalation Solution (0.5%] Resolved
Alitretinoin (Panretin) Gel Resolved
Aszparaginase Erwinia Chrysanthemi (Erwinaze) Currently in Shortage
Atenolol Tablets Currently in Shortage
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Drug Shortages Mobile App s

[EDYA Drug Shortages

Browse By Drug Name

Current Drug Shortages
Resolved Drug Shortages

Discontinuations

Browse By Therapeutic Category i=

Search By Drug Name

Report a Shortage

Help & Support Links (2]
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NUMBER OF DRUG SHORTAGES

Drug Shortage Data ki

Drug Shortages: New vs. Prevented

450
400
350 i1 PREVENTED SHORTAGES
200 & NEW SHORTAGES
250
200
150 -
100 -

50 -

0 - : : : : : : .
FY 2010 FY 2011 FY 2012 FY 2013 FY 2014 FY 2015 FY 2016
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Responding to Drug Shortages ki

Regulatory Discretion
Allows for manufacture of medically necessary products to continue
May require additional safety controls

Filters with product; extra testing at plant; 3" party oversight of
production; special instructions for safe use

Request other firms to raise production

Expedite reviews

New manufacturing sites, longer expiry date, new raw material
source, changes in specifications, etc.

In rare cases, temporary importation from unapproved
sources
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Drug Shortages

Drug Shortages: Additional News
and Information

Frequently Asked Questions about
Drug Shortages

FDA

Extended Use Dates Provided by Pfizer to Assist
with Emergency Syringe Shortages

f SHARE ¥ TWEET | in LINKEDIN | @ PINIT | &% EMAIL | & PRINT

UPDATE [8/17/17] Due to the ongoing critical shortages of injectable drugs used in critical care, please see
additional products with extended use dates and corresponding lot numbers in the tables below. To help ensure
patient safety, these products should have been — and should continue to be — stored as per labeled conditions.
As data become available, this list can continue to expand.

drugshortages@fda.hhs.gov with questions regarding these tables.

Product and lot numbers of Sodium Bicarbonate products in glass fliptop vials eligible for use beyond the
manufacturer’s labeled expiration date (as of August 17, 2017).

* Sodium Bicarbonate Injection, USP 8.4% (1 mEq/mL); 50 mEq/50 mL Single Dose Glass Fliptop Vial (NDC
0409-6625-25) LABELLED AS NOVAPLUS

Product/ Manufacturer's Original Expiry Date New Use Date

Lot Number (beyond manufacturer’s original expiry
date)

57254EV00 9/1/2017 2/1/2018

57496EV00 9/1/2017 2/1/2018

60043EV00 12/1/2017 5/1/2018

60122EV00 12/1/2017 5/1/2018
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Recalls

AtoZIndex | Follow FDA | En Espafiol

U.S. Food and Drug Administration
YA\ Protecting and Promoling Your Healt EER -

Home Food Drugs Medical Devices Radiation-Emitting Products “accines, Blood & Biologics Animal & Veterinary Cosmetics Tobacco Products
Safety

Home Safety Recalls, Market Withdrawals, & Safety Alerts

Recalls, Market Withdrawals, & Safety Alerts Spotlight

f sHARE in LINKEDIN | @ PINIT | &5 EMAIL | &= PRINT * Undeclared Peanut (from
Cumin Ingredient) Recalls

The list below provides information gathered from press releases and other public notices about certain recalls of * Enforcement Reports

FDA-regulated products. Not all recalls have press releases or are posted on this page. See Additional information + Recalls of Raw (Fresh and

about recalls for a more complete listing. Fresh Frozen) oysters, clams,
mussels. and whole and roe-on
scallopsé?

FIrCERI AIMEEE TlREr ATE LGS, SR2 ULE SUEEAL D0F BB HE O ORilE

Industry Resources

Sign up to receive Recalls, Market Withdrawals and Safety Alerts. )
« Guidance for Industry: Product

Recalls, Including Removals

and Corrections
Filter by Keyword(s): Filter by Recall Type:

* Industry Guidance: Information
All v Clear Filter on Recalls of FDA Regulated
Products

+« ORA District and Headguarters

Recall Coordinators

. . . Documents 41
04/06/2016 Granna's French Toast with diced Undeclared Milk Granna's LLC
potatoes and mandarin oranges




Enforcement Reports |k

L. . AtcZIndex | FoSlowFDA | En Espafcs
Im U.S5. Food and Drug Administration -
FILYA Frotecting and Promoting Your Heatn EEE -

= Home F o Orugs Medicsl Devices Radisticn-Emitting Products Waccines, Blood & Biclogics

Safety

Animal & Weterinary Cosmetics Tobacco Products

Home Safety Recalls, Market Withdrawals, & Safety Alers Enforcement Reports

Enforcement Reports

Pending Recsalls F Euam

Im LinKEDIN & Fea T &= EMAIL = PRINT

Archived Enforcement Reports

Wiew Weelkly Search

Enforcement Reports Enforcement Reports

All recalls monitored by FDA are included in the Enforcement Report once they are classified. Information about

how to nawvigate the report and for definitions of the report labels are found on the Enforcement Report Mavigation
and Definitions page.

For information gatherad from press releases and other public notices about certain recalls of FDA-regulated
products you can visit Recalls, Market Withdrawals, & Safety Alerts.

FDA is conducting teo pilot programs to expedite notiications of Non-Blood (HCT/P, Vaccine, Derivative, etc.) and
human drug product recalls to the public which can be found in the below links:

Human Drug Product Recalls Pending Classification (also available by selecting "Pending Recalls™)

= Mon-Blood Product On-Going Recalls

Flease e-mail enforcementreports{@fda.hhs.gow with any comments.
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Enforcement Reports

Enforcement Report - Week of September 13, 2017
Wiew by Product | View by Event

Export fo CSV = Print View

« All recalls go into Showing 110 7 of 7 records (filtered from 50 total records) < < ‘I‘ > > Records per page:
F DIA\l S For a more detailed search, go to Advanced Search
Enforcement Product Type Classification Recalling Firm
owes Clear Filter

Report once they
are classified

Classification e Code Information e Reason for Recall = Recalling Firm e

Product Description e

Product Type

according to the

O Drugs Curcumin Emulgion 10mg/ml Injection,  Class Il 03212017@21B Exp:6/19/2017; 0323 Incomrect/Undeclared ImprimisRx CA, Inc., dba
Sterile 10 mL Multiple Dose Vial, For 2017@ 196 Exp:6/21:2017; 03292017 Excipient; non- ImprimisRx
Ievel Of h aZ ard Slow IV Administration, Compounded @278 Exp: 627,217, 03292017@9B pharmaceutical grade PEG 9257 Research Dr
. o view for a licensed professional or patient Exp:6/27/2017; 04042017@21B Exp: 40 Castor Oil was used due  Irvine, CA 92615-4256
| nvo Ived details use by ImprimisRx, Irvine, CA T32017, 0227 @226 Exp 71142 o a mislabeling by the
017; 04132017@14B Exp:TH22017; supplier
04192017@378 Exp:7/18/2017; 0419
2017@17B Exp:7/18/2017; 04242017
@188 Exp:72372017
(;° Drugs Latanoprost PF Solution, 0.005%, Class I 0404017 @328, 100172017 Incorrect/Undeclared ImprimigRx CA, Inc., dba
Ophthalmic Drops in Sterile Sml Excipient; non- ImprimisRx
Bottlez, Compounded for a licensed pharmaceutical grade PEG 9257 Research Dr
view professional or patient use, 40 Castor Oil was used due  Irvine, CA 92615-4286
o details imprimisR, Irvine, CA fo a mislabeling by the
supplier
(;° Drugs Timolol-Latanoprost PF Solufion Class I 04042017@34B, 10/01/2017 Incomrect/Undeclared ImprimisRx CA, Inc., dba

(0.5-0.005)%, Ophthalmic Drops,
Sterile 5ml Bottle, Compounded for a

Excipient; non-
pharmaceutical grade PEG

ImprimisRx
9257 Research Dr
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Drugs

Home » Drugs » Guidance, Complance & Regulatony Information * Compounding

Compounding

Fegulstory Policy Informatizn

b Compounding Risk Alerts

Compounding: Inspections,
Recalls, and other Actions

Qutsourcing Facilitizs

Compounding Risk Alerts

f enare | O ToEsET | InumeeEDiN | 6 P | B EMAL | SR PRINT

CompoundingRisk

The information provided on this webpage is intended to alert health care professionals of adverse event reporis

related to compounded drugs. Providing this information to health care professionals should further FDA's goal of
protecting patients from unsafe, ineffective, and poor quslity compounded drugs.

compounding risk alert below:

= A Case of Hemormhagic Occlusive Retinal WVasculitis (HORW) Following Intraccular Injections of a Compounded
Triameinolone, Moxifloxacin, and Vancomycin Formulation

= FOA alerts health care professionals of adverse events associated with Guardian's compounded triamcinolone
and moxifloxacin product for intravitreal injection

= FDA investigates two serious adverse events associated with ImprimisRx's compounded curcumin emulsion

FOA encourages health care professionals to report adverse events and product quality defects associated with
compoundad drugs o FDA's MedWatch Adverse Event Reporiing program:

= Download and complete the form, then submit it via fax at 1-300-FDA-0178.
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Objectives

. ldentify FDA resources that contain information on drug
safety issues

. Locate adverse event reporting information on
FDA’s website

. Utilize drug information resources to stay informed on
FDA actions, decisions and initiatives
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MedWatch

U.S. Food and Drug Administration Report:

 Adverse events

A B e T e T e Product problems
i e Product use errors

== Prolecting and Promating Your Health

o » Saily + MadWiakch The FDA Salsty Infrmmain and Advirea Event Raporing Progiai

el MedWatch: The FDA Safety Information and :
Ao o Adverse Event Reporting Program Forms:
iy (T Voluntary
e Form FDA 3500

a e Form FDA 3500B

Resource for Veu — Your FOA gateway for clinically important safely information and reporting
M!mfc" #irious problems with human medical products M an d at 0 ry
[ ]
= Form FDA 35004
What's New

48



< U.5. Department of Health and Human Services
-

v U.S. FOOD & DRUG Amzmoex | Folow oA | EnEspat

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiafion-Emitting Products | VWaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Drugs =

. Spotlight
- e.#
- A IOe

= Find Information about & Dinug

Home Dirugs

-

r"* r“ttﬂ

M‘rl * Search Drugs@FDA
(DRUG SAF ETY) ¥ * Jrange Book Sesrch

% -

|

%

l'h‘ COMMUNl(::ATlON * Mational Drug Code Directory
» * Drug Shortages

Recalls & Alerts

Separate time between doses to avoid drug-drug interactions . * Drug Recalls

+ | MedWaich: The FDA Safety
Infarmation and Adverse Even
Reporting Program

Navigate the Drugs Section * Recalls, Market Withdrawals, &
Safaty Alers 49
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AWZIndex | FollowFDA | En Espafiol

Y U.S. FOOD & DRUG
ADMINISTRATION S -
Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Safety

Home » Safaty » MedWatch The FOA Safety Information and Adwverse Event Reporting Program

T — MedWatch: The FDA Safety Information and

Information and Adverse Event

Reporting Program Adverse Event Reporting Program

Subscribe to MadWWaich Safety

Alerts f sHaRE in LUsxEDIN | 8 P T | B EMAIL | & PRINT

Safety Information w

Reparting Senous Problems
to FOWA

Your FDA garteway for clinically important safety information and reporting
Resources for You serious problems with human medical products.

o SEEW Aleris for Human ¥! Report a Problem i Safety Information & Stay Informed
\edical Products

*  MedWaichLearn - Teaching
students, health professionals,
and consumers how to report

problems to FDA What's New
= Medical Product Safety
Educational Resources « Baby Crganic Liquid Formula by Garden of Life: Recall - Directions For Use May Be Misinterpreted If not
»  Consumer-Friandly Reparting administerad precisely following the labeled instructions, the product may present difficulties in swallowing
Form 32008 (PDF - 1.2MB) and potentially pose a choking hazard due to the thickness of the liguid. Posted 09/03/2017
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o2y U.S. FOOD & DRUG

ADMINISTRATION

Hamg Food Drugs Medical Davices Radlafan-Emitiing Producis \accines, Slood & Blologics Animal & Velarinany Coematice Tabacod Progucte

MedWatch Home | § Helo | OMS Papsrwark Reduction Act | g Your Bvacy Slatement

MedWatch Online Voluntary Reporting Form

Welcome o Fraquanily Acked Guacticas

Begin report as a:

il

Heslth Professional ConsumenPatient
{FDA Form 3500) {FOA Form 35005)
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Drug Safety Communications 53
(DSC)

CDER'’s primary tool for
communicating important new
and emerging safety information
to the public

3 )0 orug Safl Communications

|

e
——e L L pd . . I-‘I 8 mosl )
,D,ﬂ\.-.q.:m-'f'“'“' (1) =4 I. b ! Al W
Nl N "
b

 New drug warnings
» Drug label changes
o Other safety information

Current Drug Salety Communications




Drug Safety Communications

September 2017: FDA warns about serious liver injury with
Ocaliva (obeticholic acid) for rare chronic liver disease

September 2017: FDA urges caution about withholding
opioid addiction medications from patients taking
benzodiazepines or CNS depressants: careful medication
management can reduce risks

September 2017: FDA recommends separating dosing of
potassium-lowering drug sodium polystyrene sulfonate
(Kayexalate) from all other oral drugs

May 2017: FDA identifies no harmful effects to date with
brain retention of gadolinium-based contrast agents for
MRIs; review to continue



Medication Errors

Division of Medication Error
Prevention and Analysis (DMEPA)

115, Food and Drug Administration

P peigponoig Yo e oy proe reviews:
| o .« Medication error reports on
pusamrs edicaion Emors Reatedto = markeFeq human drugs mcludmg
Drugs e prescription drugs, generic drugs,

and OTC drugs
« MedWatch Reports

.« Proprietary names, labeling,
packaging, and product design prior
to drug approval to help prevent
medication errors
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Drugs

Home » Drugs > Drug Safety and Availability > Medication Errors

Medication Emrors

Resources for You

= Agency for Healthoare
Research and Quslity: Medical
Errors and Patient Safety

» Centers for Disease Control
and Prevantion: Madication
Safaty

= Departrnent of Weterans Affairs
Mational Center for Patient
Safaty

*  |nstitute for Safe Medication

Practicesfd

= Mationzsl Patient Safety
Foundationt?

= To Erris Human: Building a
Safer Health System (Institute
of Medicine)d

= Preyenting Medication Ermors:
Quslity Chasm Seriest?

= MNstional Coordinating Couwnci
for Medication Error Reporting
and Preventioni®

Medication Errors Related to
Drugs

feHARE | W TWEEST | in LUNKEDIN | D BN T | B SMAIL | &= PRINT

Within the Center for Drug Evaluation and Ressarch (CDER), the Division
of Medication Error Prevention and Analysis (DMEPA) reviews medication
error reports on marketed human drugs including prescription drugs,
generic drugs, and over-the-counter drugs. DMEPA uses the Mational
Coordinating Council for Medication Ermor Reporting and Prevention
[NCCMERF) definition of a medication error. Specifically, a medication
error is "any preventable event that may cause or lead to inappropriate
medication use or patient harm while the medication is in the control of the
health care professional, patient, or consumer. Such events may be
related to professional practice, health care products, procedures, and
gystems, including prescribing; order communication; product labeling,
packaging, and nomenclature; compounding; dispensing; distribution;
administration; educ ation; monitoring; and use."

DMEPRA includes a medication ermor prevention program staffed with
healthcare professionals. Among their many duties, program staff review
medication errar reports sent to MedWatch, evaluate causality, and
analyze the data to provide solutions to reduce the risk of medication
errors to indusiry and others at FDA

Additionally, DMEPA prospectively reviews proprigtary names, labeling,
packaqging, and product design prior fo drug approval to help prevent
medication errors.

Alinough DMEFRA encourages manufacturers to perform their due diligence
when naming their drug products and we strive to avoid approving
confusing proprigtary names for drug products, there are cases of adverse

Spotlight

= MedWatch Online Voluntary
Reporiing Form

s Guidance for Industry: Safety
Considerations for Product
De=zign to Minimize Medication
Errars Guidance for
Industry (PDF - 212KB)

= From ocur perspective: Waorking
to prevent proprietary drug
name confusion

=  Computerized Prescriber Order
Entry Medication Safety
(CPOEMS)

= Update on Phonetic and
Crthographic Computer
Analysis Tool

Tools

= |SMP's List of Error-Prone
Anbreviations, Symbals, and
Diose Designationsid

= |5MP's List of Products with
Crug Mame Suffoes@

= FDA Drug Info Rounds VWideo:
Medication Ermors

= Cwver-the-Counter (OTC
Dozage Delivery Devices

= Ayoiding Medication Mistakes
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Objectives

. ldentify FDA resources that contain information on drug
safety issues

. Locate adverse event reporting information on FDA'’s
website

. Utilize drug information resources to stay informed
on FDA actions, decisions and initiatives
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Approved Risk Evaluation and Mitigation Strategies (REMS) L»/a\

R:MS@FDA Get email alerts when
~” /

the site changes

Contact Us | REMS Basics | £ Get Email Alerts | Data Files
The Food and Drug Administration Amendments Act of 2007 gave FDA the authority to require a Risk Evaluation
manufacturers to ensure that the benefits of a drug or biological product outweigh its risks.

The table below provides links to currently approved individual and shared system

Download
historic REMS
data in CSV
format

Information on historical and released REMS: downloadable data files.

Search by REMS, drug
name, and element

Filter by Keyword (e.g. REMS name, active ingredient, element}:

Clear Filter

“ Last Updated & Medication Guide* Communication Plan ETASU Implementation System

Actemra (focilizumab), injection, solufion; 10/21/2013 ¢

injection, solution, concentrate
BLA#125276

BLA #125472

Adasuve (loxapine), aerosol, powder 12/09/2013
MDA #22549

Addyi (flibanserin), tablet 03/18/2015
MDA #022526

Sort to find the most
recently updated
REMS

Click for more
detailed info on
each REMS
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FDA

REMS: Information for Participants

What do participants need to know?

Below is a general overview of the REMS for all REMS participants (e.g., pafients, pharmacies, and healthcare providers). See the product-specific REMS
website or the approved REMS materials for more information.

View application holder(s) REMS Website @ Go to application
"""" holder's REMS

website

+ Healthcare Providers who prescribe isotretinoin products must

. \/|[ew requirements for

+ Patients who are prescribed isotrefinoin products each participant

+ Pharmacies that dispense isotretinoin products must
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REMS: Information for HCPs ki

+ Healthcare Providers who prescribe isotretinoin products must

Find out what you

+ Patients who are prescribed isotretinoin products

have to do, and when

= Pharmacies that dispense isotretinoin products must

+» Designate an authorized representative to carry out the certification process on behalf of the pharmacy.
To be able to 9 P ik P P y

dispense = Have the authorized representative enroll in the REMS by completing the Pharmacy Enrollment Form and submitting it to the
REMS Program.

* Provide the patient with the Medication Guide.

+ Obtain authorization to dispense by contacting the iPLEDGE Program via web or voice-based system.Document the Risk
Management Authorization (RMA) number on the prescription.
Before dispensing _ B
+ Dispense prior to the “do not dispense to a patient after” date provided by the iPLEDGE Program.
+ Dispense no more than a 30 days’ supply.

+* Do not dispense refills.

Every year +* Re-enroll in the iPLEDGE Program.

. +* Return unused product to the manufacturer.
At all times

+* Do not distribute, transfer, loan, or sell product.
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Drugs

Home > Drugs

edication

AloZindex | Folow FDA | En Espaiol

U.S. Food and Drug Administration

Protecting and Promoting Your Health _ e

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Drug Safety and Availability

Medication Guides

Drug Alerts and Statements

} Medication Guides

Drug Safety Communications

Drug Shortages

Postmarket Drug Safety

Information for Pati

Providers

ients and v

Information by Drug Class

Medication Errors

Drug Safety Podcasts v

Safe Use Initiative

Drug Recalls

f sHare in UNKEON | @ PINIT | I EMAL @ PRINT

Drugs@FDA and DailyMed also contain medication guides as part of drug labeling.

1 Get email alerts when the Medication Guides page is updated

Medication Guides are paper handouts that come with many prescription medicines. The guides address issues
that are specific to particular drugs and drug classes, and they contain FDA-approved information that can help
patients avoid serious adverse events

FDA requires that Medication Guides be issued with certain prescribed drugs and biological products when the
Agency determines that

+ certain information is necessary to prevent serious adverse effects
+ patient decision-making should be informed by information about a known serious side effect with a product, or

+ patient adherence to directions for the use of a product are essential to its effectiveness

Please note: Al links in the table below go to documents in PDF format

Guides FOA

Prevent serious adverse
effects

Assist with informed patient
decision making

Information for patient

adherence to directions for
use of a product
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Drug Safety Labeling Changes (SLC)

fonsme | W TwesT | Inumksom | @ PN | B EmaL | B FRINT

= Sign up for 5LC Alerts | Quick Reference

Thie Drug Safety Labeling Chamges (SLC) database provides approved safety labeling changes from January 2016 forward. Data prior to January
2016 will continue to be available on the MedWatch website.

Additional information and resources for drug safety [abeling. PrOVIdeS
There are two ways to search: a Drug Mame Search and a Date Search. approved
safety
Drug Name Search labeling

from January
Csemch  Reset 2016 forward

Data prior to

OR
January
Date Search 2015 will
For Safety Labeling Changes before January 1, 2018 see the MedWatch Safety Labeling Page Contl nue to
be available
e: 01/0172016 a 090212016 T
Bate Rang — on the

MedWatch
website

Labeling Section:
M Boxed Wiarming M adverse Reactions ]| Drug Interactions
M contraindications ] Warnings and Precautions M use in Specific Populations

F1 PCIPIMG (Patient Counseling Information/Patient Information/Medication Guide)
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SLC Database Search

How to Search Within Results { Choose Result
Search within multiple results, filter results, sort by column, or select drug name.

Filler resulis:

Drug Name ¥ Aclive Ingredient + | Application Number Supplement Dale Dalabase Updaled &

RUG PRODUCT DRUG PRODUCT Doonoo 0152016 DB222016

DRUG PRODUCT DRUGPRODUCT | 000000 011572016 05/08/2016
DRUG PRODUCT DRUG PRODUCT 000000 01152016 05/0812015

DRUG PRODUCT £2 DRUG PROD #2 000009 011502016 0712016

How to Download Data Files
Search results can be downloaded and saved in CSV format.

Drug Safety Labeling Changes (SLC)

fsHaRE | W In UMEDIN | @ PiNT | B8 EMAIL | B BRINT

Click here to download
data in a CSV file.

Click here to download the
approved drug labeling. "

—_—

‘Aluation and Research (CDER)
Zawnioad Data

Boxed Warnings
WARNINGS: DRUG PRODUCT CAN INCREASE THE RISK OF CARDIOVASCULAR EVENTS

Contraindications
Concurrent use of DRUG PRODUCT with other nephrotoxic  drugs should be avoided

Warnings and Precautions
Hepatic impairment can potentiate the response to DRUG PRODUCT and decrease its metabolism. Use DRUG PRODUCT
with caution in these patients

Adverse Reactions
DRUG PRODUCT can cause nausea, vomiting and/or gastrointestinal distress
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Stay Informed

/" e Facebook
e Twitter
e LinkedIn
* Podcasts /0 Mass Media\‘ h
* Webinars  Stakeholder Briefings
* Mobile Apps » Consumer, Trade,
e YouTube e Drug Safety Communications Professional Groups
e iTunes e FDA Listserves » Medical Journals
e MedWatch Alerts

Social Media e Safety Labeling Changes (SLCs)
\ ) External
Outreach

“Webinars”
ﬂ ® e Youlli3

s S R D

=MepWATCH I ) | Broadcast Yourself™
? 5 ;;;??}?m,_vmuwwmmsm. S l V e ; 4: .
S

“MedGuides”



http://www.google.com/imgres?imgurl=http://influentialcampaigns.com/wp-content/uploads/2011/05/FacebookIcon.png&imgrefurl=http://influentialcampaigns.com/http:/influentialcampaigns.com/blog/addressing-concerns-about-political-disclaimers-in-facebook-ads/attachment/facebookicon/&usg=__OJ3a7BRlR8nKQOYTg_7oRR4q9gk=&h=1206&w=1206&sz=20&hl=en&start=7&sig2=NlSfBmTMs3V6bueNSabN1g&zoom=1&tbnid=JTIpr-j2SJGt-M:&tbnh=150&tbnw=150&ei=9z9VTtHpLaPd0QGcxuW7Ag&prev=/search?q=facebook+icon&um=1&hl=en&safe=active&sa=N&rls=com.microsoft:*&tbm=isch&um=1&itbs=1

Stay Informed

f SHARE in LINKEDIN

Links to social media, webinars, and much more!

www.fda.gov/AboutDDI

Sign up for email updates:
www.fda.gov/aboutfda/contactfda/stayinformed/getemailupdates/default
.htm

Pharmacy Student Experiential Program:
www.fda.gov/PharmStudentProgram

Regulatory Pharmacist Fellowship Program:
www.fda.gov/RegPharmFellowship

Global Alliance of Drug Information Specialists (GADIS)
www.fda.gov/GADIS
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Thank you



QUESTIONS?

Contact DDiI.:
Phone: 855-543-3784 or 301-796-3400
Email: druginfo@fda.hhs.gov
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