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e | will focus on the website

e My colleague, Dr. Susan
Kleimann, Center for Plain
Language, will comment on
specific documents.
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| decided to visit the site as
a consumer might. What
follows I1s my record of my
own thought processes.
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First let’s look at the homepage.
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My first observation was that it was
a long, complex homepage. | had
to scroll. There were many
different entry points | might pick
to start looking for drug
iInformation, and | had no idea
which was the best one.
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| also wondered what CDER was
— the term was all over the site.
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But | decided It didn’t matter, |
didn’t really care. This was just
“background noise.”
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So then | decided to look for
Information about risks, since
that’s what you are most
Interested In.

12/7/2005 Annetta L. Cheek



Edit  Wiew Go  Bookmarks  Tools  Help

- [_:) - %‘ I:I @ @ Fos hikkp: e, Fda, govfcderfindes:, bl D © 6o @v

etking Starked h_,.' Latest Headlines

U.S. Food and Drug Administration
CENTER FOR DRUG EVALUATION AND RESEARCH
FD& Home Pace | CDER Site Info | Contact CDER | What's Mew @& CDER

, Regulatory Specific ]
COER Home 1 J About COER l JDI‘UQ Infm‘matiml J Guldance CDER Calendar Audiences CDER Archives

CER Human Drugs ~_ Search [Go ] Pt Google™

by
News from CDER Drug Safety

Quick Info Links

= December 1. Amgen, Ortho

Biotech and FDA notify About FDA’s New "'"-"‘@"?'“ _
healthcare professionals of Drug Safety Initiative Brand and Generic Drugs:
revision to the prescribing Labels, s'-‘-.ppdrnval Histaries,
; ; and mare
information for Epogen and For Patients and Healthcare

Procrit. MedWatch Safety Info.

Professionals: Safety « Druqg Information
Information for Specific Drugs Pathfinder
+ Drug Shortages

= December 1. Amgen and
FDA notify healthcare

. T Consumer Education/ Inactive | lient
rofessionals of revisions to the - + active Inqredien
prescrihin forrmation far Infc-rmatlc_rn: Resnurm_as_tcl help Database
i Eﬂ dWatch Safet you make infarmed decisions « MedWatch
ranesp. MenvValLn S alely about using medicines, —_—
Info. + Matienal Drug Code
Let Us Hear from You Directory

= Movember 30, FO& issues an

Orange Book
Alert MedWatch Safety Info sl

and Patient and Healthcare * w{l
Professional Shests for Study Commitments
Alemtuzumab (marketed as « Advigory Committees
Campath). Campath |nfo. Featured Links » Bioterrarism

= Mavermnber 30. MBI « Dissolution Methods for s COERLearn

Distributing, Inc., an Drug Products (Online Courses)




Edit  Wiew Go  Bookmarks  Tools  Help

= [_L:; - %‘ |:| @ @ Fos hikkpe ffwava, Fda. gove cder fdrug3afety  hitm D @ G0 @,

etking Starked h_.,.' Latest Headlines

U.S. Food and Drug Administration
CENTER FOR DRUG EVALUATION AND RESEARCH
FDA Home Page | COER Home Page | CDER Site Infao | Contact CDER | What's Mew & CDER

oo oo |5, | [ | [ 5 | [ e | [

Search Pavwared GUUSIE"
FDA's New Drug Safety Initiative

FD A 15 launching a new program to make drug safety mformation available to you mn an easily accessible format. Because
patients are talung a more active role in thew healthcare, we want to malke safety infortnation avalable about the medicines
they are using. "We believe that patients, their healthcare professicnals, and other consumers will find the nformation we

are providing useful in thew prescribing and treatment decisidns.

Cur Drug Safety Trtiative has the following components:

¢ Do safety information located together in a new web location

* Drug specic mformation for healthcare professionals, patients, and other consumers

+ Other consumer education

+ Draft Guidance: FDA s “Dirug Watch”™ for Emerging Diug Safety Information [PDE] [Werd ] [HTIL ]

+ Federal Eegister Motice of Avatlabiity -- Draft Gudance for Industty on the Food and Diug Administration's "Diug
Watch" for Emerging Drug Safety Information [FPDF] [HTWL] (2/10/2005)

¢ hianual of Folicies and Procedures (0aPEY D Safety Oversioht Board (DEE) A

+ Dirug Safety Owersight Board Members [FPDFEF] [HTIL ]

o Do Safety Crversioht Board heetings: Public Summaries

+ Cuestions and Answers on FDA's New Drug Safety Intiatree [PDF] [Word] [HTIL]

* “erretary Leawmtt's Febwiare 200015 Preses Eeleace




Edit  Wiew Go  Bookmarks  Tools  Help

= [_L:; - %‘ |:| @ @ Fos hikkpe ffwava, Fda. gove cder fdrug3afety  hitm D @ G0 @,

etking Starked h_.,.' Latest Headlines

U.S. Food and Drug Administration
CENTER FOR DRUG EVALUATION AND RESEARCH
FDA Home Page | COER Home Page | CDER Site Infao | Contact CDER | What's Mew & CDER

oo oo |5, | [ | [ 5 | [ e | [

Search pawiared GUUSIE"
FDA's New Drug Safety Initiative

FD A 15 launching a new program to make drug safety mformation available to you mn an easily accessible format. Because
patients 1 i i theit healthcare, we want to make safety infortnation avalable about the medicines
they are|  Solclicked on this link, their healthcare professionals, and other consumers will find the mformation we

are proy|  and guess WP;ere it took d treatment decisidns.
mes

Cur Drug Safety Ttiative has the

Wing components:

¢ Do safety information located together in a new web location

* Diug specic mformation for healthcare professionals, patients, and other consumers

+ Other consumer education

+ Draft Guidance: FDA s “Dirug Watch”™ for Emerging Diug Safety Information [PDE] [Werd ] [HTIL ]

+ Federal Eegister Motice of Avatlabiity -- Draft Gudance for Industty on the Food and Diug Administration's "Diug
Watch" for Emerging Drug Safety Information [FPDF] [HTWL] (2/10/2005)

¢ hianual of Folicies and Procedures (0aPEY D Safety Oversioht Board (DEE) A

+ Dirug Safety Owersight Board Members [FPDFEF] [HTIL ]

o Do Safety Crversioht Board heetings: Public Summaries

+ Cuestions and Answers on FDA's New Drug Safety Intiatree [PDF] [Word] [HTIL]

* “erretary Leawmtt's Febwiare 200015 Preses Eeleace




Edit  Wiew Go  Bookmarks  Tools  Help

- [_:) - %‘ I:I @ @ Fos hikkp: e, Fda, govfcderfindes:, bl D © 6o @v

etking Starked h_,.' Latest Headlines

U.S. Food and Drug Administration
CENTER FOR DRUG EVALUATION AND RESEARCH
FD& Home Pace | CDER Site Info | Contact CDER | What's Mew @& CDER

, Regulatory Specific ]
COER Home 1 J About COER l JDI‘UQ Infm‘matiml J Guldance CDER Calendar Audiences CDER Archives

CER Human Drugs ~_ Search [Go ] Pt Google™

by
News from CDER Drug Safety

Quick Info Links

= December 1. Amgen, Ortho

Biotech and FDA notify About FDA’s New "'"-"‘@"?'“ _
healthcare professionals of Drug Safety Initiative Brand and Generic Drugs:
revision to the prescribing Labels, s'-‘-.ppdrnval Histaries,
; ; and mare
information for Epogen and For Patients and Healthcare

Procrit. MedWatch Safety Info.

Professionals: Safety « Druqg Information
Information for Specific Drugs Pathfinder
+ Drug Shortages

= December 1. Amgen and
FDA notify healthcare

. T Consumer Education/ Inactive | lient
rofessionals of revisions to the - + active Inqredien
prescrihin forrmation far Infc-rmatlc_rn: Resnurm_as_tcl help Database
i Eﬂ dWatch Safet you make infarmed decisions « MedWatch
ranesp. MenvValLn S alely about using medicines, —_—
Info. + Matienal Drug Code
Let Us Hear from You Directory

= Movember 30, FO& issues an

Orange Book
Alert MedWatch Safety Info sl

and Patient and Healthcare * w{l
Professional Shests for Study Commitments
Alemtuzumab (marketed as « Advigory Committees
Campath). Campath |nfo. Featured Links » Bioterrarism

= Mavermnber 30. MBI « Dissolution Methods for s COERLearn

Distributing, Inc., an Drug Products (Online Courses)




Edit  Wiew Go  Bookmarks  Tools  Help

- [_:) - %‘ I:I @ @ Fos hikkp: e, Fda, govfcderfindes:, bl D © 6o @v

etking Starked h_,.' Latest Headlines

U.S. Food and Drug Administration
CENTER FOR DRUG EVALUATION AND RESEARCH
FD& Home Pace | CDER Site Info | Contact CDER | What's Mew @& CDER

, Regulatory Specific ]
COER Home 1 J About COER l JDI‘UQ Infm‘matiml J Guldance CDER Calendar Audiences CDER Archives

CER Human Drugs ~_ Search [Go ] Pt Google™

by
News from CDER Drug Safety Quick Info Links
= December 1. Amgen, Ortho
Biiatech and FDA notify About FDA's New Drugs@Fbd
healthcare professionals of 4 Drug Safety Initiative Brand and Generic Drugs:
revisinn to the nrescribing Labels, Approval Histories,
inform Patients and Healtl and more
i : e atients ani Healthcare
Procy| S0 this t'ﬁTﬁngﬁi;T?ﬂ:{'”&Snd QHESS | ccionals: Safety + Drug Infermation
Dec ' rmation for Specific Drugs Pathfinder
. ; T # Drug Shortages
FOA notify health .
prufe;;itlugalaeanf rn;:vsil;?nns to the Consumer Education + Inactive Ingredient
tescribing information far Information: Resources to help Database
i Eﬂ dWatch Safet you make infarmed decisions « MedWatch
ranesp. MenvValLn S alely about using medicines, —
Info. + National Drug Code
Movember 30, FOA issues an Let Us Hear fiom You Directo
) - Orange Book
Alert MedWatch Safety Info ¢ —fafige 200
and Patient and Healthcare * —M'}m'““rke“"_{
Professional Sheets for Study Commitments
Alemtuzumab (marketed as « Advigory Committees
Campath). Campath |nfo. Featured Links . Bioterrarizm
« Maovernber 30, MBI « Disgolution Methods for * w
Distributing, Inc., an Drug Products (Online Courses)




Edit  Wiew Go  Bookmarks  Tools  Help

= [_L:; - %‘ |:| @ @ Fos hikkpe ffwava, Fda. gove cder fdrug3afety  hitm D @ G0 @,

etking Starked h_.,.' Latest Headlines

U.S. Food and Drug Administration
CENTER FOR DRUG EVALUATION AND RESEARCH
FDA Home Page | COER Home Page | CDER Site Infao | Contact CDER | What's Mew & CDER

oo oo |5, | [ | [ 5 | [ e | [

Search Pavwared GUUSIE"
FDA's New Drug Safety Initiative

FD A 15 launching a new program to make drug safety mformation available to you mn an easily accessible format. Because
patients are talung a more active role in thew healthcare, we want to malke safety infortnation avalable about the medicines
they are using. "We believe that patients, their healthcare professicnals, and other consumers will find the nformation we

are providing useful in thew prescribing and treatment decisidns.

Cur Drug Safety Trtiative has the following components:

¢ Do safety information located together in a new web location

* Drug specic mformation for healthcare professionals, patients, and other consumers

+ Other consumer education

+ Draft Guidance: FDA s “Dirug Watch”™ for Emerging Diug Safety Information [PDE] [Werd ] [HTIL ]

+ Federal Eegister Motice of Avatlabiity -- Draft Gudance for Industty on the Food and Diug Administration's "Diug
Watch" for Emerging Drug Safety Information [FPDF] [HTWL] (2/10/2005)

¢ hianual of Folicies and Procedures (0aPEY D Safety Oversioht Board (DEE) A

+ Dirug Safety Owersight Board Members [FPDFEF] [HTIL ]

o Do Safety Crversioht Board heetings: Public Summaries

+ Cuestions and Answers on FDA's New Drug Safety Intiatree [PDF] [Word] [HTIL]

* “erretary Leawmtt's Febwiare 200015 Preses Eeleace




At that point, | decided the
website had some problems, so
| decided to look for more
general information about drugs
— what I'd want if a doctor
recommended a drug to me and
| wanted to check It out.
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BACITRACIN ANC AND POLYMYAIN B SULFATE (BACITEACIN ZINC; POLYMY RN B SULFATE])
BACITRACIN ANC-NEOMYCIMN SULFATE-POLYMYRIN B SULFATE (BACITRAZIN ZNC;
MEQMYCIN SULFATE; POLYMYEIN B SULFATE)

BACITRACIN ANC-POLYMYAIN B SULFATE (BACHREACIN ZINC; POLYMYRIN B SULFATE)
BACITRACIN-NEOMY CIN-POLY WY RN (BACITRACIN ZING; NEOMYCIN SULFATE; POLY MY =N
B SULFATE]

BACITRACIN-MNEDOMY CIN-POLY MY RN Wy HYDROCORTIZSONE ACETATE (BACGITRACIN,
HYDROCORTISONE ACETATE; NEQMYCIN SULFATE; POLYMYEIN B SULFATE)

BACLOFEM (BACLOFEN)

BACTERIQSTATIC S0DIUM CHLOR] 3% M PLASTIC CONTAINER (S0DIUM CHLORIDE)
BACTE" N PLASTIC COMTAINER (WWATER FOR INJECTION,

S TER Look at all these similar entries -

BAC]  which one do | want? YWell, 11l just

BAL] pick one and check it out. LLIN SODILIM)
BACT FPRIM)
BACTRIN TS TSUFAMETHURAIULE, TRIMETHOPRIM)

DA TOd D TOol™ SO0 Cak ACTLLT 0 T . TR ACTLI I, Ay
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+ OINTMENT; TOPICAL:500 UNITS/GM
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Details about drugs are organized by FDA Application Mumber (NDA or ANDA or BLA).

( on a drug name or application number to view drug details:

Drug Name and Dosaqge Strength Marketing Status Company
FDA Application Form/Route
Number
ITRACIN DINTMEMT, 500 UMITS/G Prescription ALTANA,
A 061212 OPHTHALMIC
ITRACIN INJECTABLE; B0.000 UMITSAAL - | Prescription At PHARM
A Z 065116) INJECTION PARTHMERS
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| =ee why this wasn't the right "quick
link" for me. It's under drug approvals
- it's for industry. How was | to know?
Are all of the homepage quick links
for industry?

Division ¢

Drug Informaz

Search

pomered Google™

Dhrug Appmv%
Drugs@FDLA

Chronelogical List of Approvals
D Approvals 1996-2002
Dirag Approvals Prior t01%%6

Consumer Dirus Information 2heets

Imports and Buyving Diugs on the
Internet

FDA Tmport Policy

Timp orting Prescrption Dirags

Buying Medicines Online/Tnternet
Prescribing

HNew Drags Approved for Cancer
D Approval Statistics

Dhugs and Diseases
WledlinePlus (Mational Library of
Mledicing)

Clinacal Trials

iTood Chucal Practice

Participating in Clinical Trials (ITH)
Zancer Clinical Trials (MIH)
Arcceszz to Unapproved Diruags
Dffice of Special Health Issues

because it's under drug approvals |

Counterfert Diugs

This name looks promising but

didn't try it. et

Complamnt Form

Dietary Supplements

Over-the-Counter (OTC) Medicines
OTC Home Page

OTC Eunlemalring

Dirug Femstration and Listing

Hot Topics at CDER

Adderall

Antidepressant Warnings

Antipeychotic Diruas

Ciaals, Lewitra, and YViasra
COX-2 Inhibitors and MEATD s
{including Bextra, Celebresx, and Viox:)

Long Acting Beta Aoonst Inhalers
Drthe Evra

Flan B

otrattera

Tysabl

Diras Specific Safety Information

Addimonal Specific D Info

Archives

Links to State Boards and
Orgamzations
otate Boards of Pharmacy

Tenenes, Fda, gove fdefault, htm




| don’t want to deal with that
page If | don’t have to. So | go
back to the homepage, again.

12/7/2005 Annetta L. Cheek
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Index to Drug-Specific Information

Information for a drug%ill be in one of three different formats:

+ Patient Information Sheet [with and without FDA Alerts)

+ Consumer Information Sheet (for drugs approved since 1998, These will all be eventually conwverted to Patient
Information Sheets)

+ Drug Information Page (may include a Patient or Consumer Information Sheet, approval information, FDA press
releases, questions and answers about a drug, and other related information)

This Index does not include alf FOA approved drigs, only those with Information Sheets and Fages.
Flease wse Drugsi@FDA to search for information on a drug not found in the Tndex

ABCDEEFEGHIJKLMNOPORSTUVWXIXYZ

A F R

Abilify (aripiprazole) Factive (gemifloxacin mesylate) Fadiogardase (prussian blue)
Accutane (isotretingin) Faslodex (fulvestrant) Fameltean

Aciphex (rabeprazole) Fentanyl Fapamune (=iralimus)

Actanel (risedranate) Ferrlecit (sodium ferric gluconate Faptiva (efalizumab)

AcuTect (technetium Tc 89m apcitide)  complex) Refludan (lepirudin recombinant)
Actos (pioglitazone) Fluoxetine Felenza (zanamivir)

Advair Diskus (Fluticasone propionate;  Fluvoxamine Femeran (mirtazapine)
Salmeteral xinafoate) Foradil (formoteral furmarate]) Feminyl (galantamine)

Adderall (amphetamine salts) Frava (frovatriptan succinate) Fenagel (sevelamer)

Agenerase (amprenavir) Fuzeon {enfuvirtide) Fescula (unoprostone isopropyl)

Agarastat (tirofiban) Re ata [atazanavir}l
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These are very confusing. What's FL& Home Page | CDER Home Page | COER Site Info | Cortact COER | What's Mew @@ CDER
the difference? How do | tell which
of the items in the alphabetized list

below is which type of document? Index to Drug-Specific Information

Information for a d@he in one of three different farmats:

+ Patient Information Sheet [with and without FDA Alerts)
+ Consumer Information Sheet (for drugs approved since 1998, These will all be eventually conwverted to Patient
Information Sheets)

* [rug Information Page (may include a Patient or Consumer Information Sheet, approval information, FDA press
releases, questions and answers about a drug, and other related information)

This Index does not include alf FOA approved drigs, only those with Information Sheets and Fages.
Flease wse Drugsi@FDA to search for information on a drug not found in the Tndex

ABCDEEFEGHIJKLMNOPORSTUVWXIXYZ

A F R

Abilify (aripiprazole) Factive (gemifloxacin mesylate) Fadiogardase (prussian blue)
Accutane (isotretingin) Faslodex (fulvestrant) Fameltean

Aciphex (rabeprazole) Fentanyl Fapamune (=iralimus)

Actanel (risedranate) Ferrlecit (sodium ferric gluconate Faptiva (efalizumab)

AcuTect (technetium Tc 89m apcitide)  complex) Refludan (lepirudin recombinant)
Actos (pioglitazone) Fluoxetine Felenza (zanamivir)

Advair Diskus (Fluticasone propionate;  Fluvoxamine Femeran (mirtazapine)
Salmeteral xinafoate) Foradil (formoteral furmarate]) Feminyl (galantamine)

Adderall (amphetamine salts) Frava (frovatriptan succinate) Fenagel (sevelamer)

Agenerase (amprenavir) Fuzeon {enfuvirtide) Fescula (unoprostone isopropyl)

Agarastat (tirofiban) Re ata [atazanavir}l

i~




Well this may be the best place,
but the heading Is confusing so
I’ll try one more time on the
homepage, and If it doesn’t work
out I'll come back here.

12/7/2005 Annetta L. Cheek
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Consumer Drug Information

¢ Tndex to Drug-Specific Information  Prowides links to Consumer, Patient, and Healtheare
FProfessional Sheets, and more.

* Antimicrobial Eesistance Page (17252001

+ Common Drugs of Abuse: Manuana, Information from the MNational Institute on Drug
Abuse.

+ Clonsumer Education: What You Should Encew About Buying and Uamne Dirug Products

¢ Beef Insuling Frequently Asleed Cuestions about Importing Beef Tnsulin for FPersonal Tze

(1241342001,
¢ Do Shortages Q

+ enenic Diigs: Ouestions and Answers
¢ How To Obtain Domperidone (5/12/2005)
+ Influenza Antiviral Diugs and Eelated Information (12/27/2000).

¢ Dletered-Dose Inhalers (BMDTs) (updated 343152005

Crrer-the-Counter Drug Information

¢ Oyer-the-Counter Diug Page  Information for consumers and industry abhout non-prescription
drags.

Dirug Safety & Side Effects

+ Index to Drug-Zpecfic Information Provides links to Consumer, Patient, and Healtheare
Frofessionial Sheets, and more.

+ Accutane (isotretinom): A Letter to Consumers and Health Care Providers. Optional
Format: FDE. Dt Janet Woodcock, CDEE Director (172720013

+ Adverse Events Eeporting Svstem (Updated 272002

o ABRES Electronic Submissions (Tpdated 471252001

+ Clozapane Issue Paper (24142000
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+ Index to Drug-Specific Information Prowides links to Consumer, Patient, and Healtheare
Frofessionial Sheets, and more.

+ Anticrobial Eesistance Page (172572000

+ Common Diugs of Abuse: Marijuana Information from the Mational Institute on Drug
Abusze.

+ Zonsumer Education: What You Should Enew About Buying and Uang Do Products

+ Beef Insulin: Frequently Aslked Questions about Importing Beef Insulin for Personal Use
(12/13/2001).

+ Diyug Shortages

* Jeneric Druos: Duestions and Answers

+ How To Obtain Dompendone (57182005

+ Tnfluenza Antiviral Diugs and Eelated Information (12/27/2000.

+ Metered-Dose Inhalers (1MDTs) (updated 3/3152005)

Orwver-the-Counter Diug Information

* Over—&e—@ounter Dirug Page. Information for consumers and industry about non-prescription
drags.

Dirug Safety & Side Effects

+ Tndex to Drug-Specific Information  Provwides links to Consumer, Patient, and Healthcare
Frofessional Sheets, and more.

+ Acoutane (zotretinoin): A Letter to Consumers and Health Care Prowiders. Optional
Format: PDE. Dr. Janet Woodcock, CDEE Director (1920073

+ Adverse Events Eeporting Svatem (Updated 2/7/2002)

+ AFES Electrone Subtmissions (Updated 41272001

* Clozapine Issue Paper (2020017
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Index to Drug-Specific Informatian

This looks familiarl Isn't it the same
information | found through the link to
drug safety information?

Information for a drug%ill be in one of three different formats:

+ Patient Information Sheet [with and without FDA Alerts)

+ Consumer Information Sheet (for drugs approved since 1998, These will a
Information Sheets)

+ [Drug Information Page (may include a Patient or Consumer Information Sheet, approval information, FDA press
releases, questions and answers about a drug, and other related information)

This Index does not include alf FOA approved drigs, only those with Information Sheets and Fages.
Flease wse Drugsi@FDA to search for information on a drug not found in the Tndex

ABCDEEFEGHIJKLMNOPORSTUVWXIXYZ

A F R

Abilify (aripiprazole) Factive (gemifloxacin mesylate) Fadiogardase (prussian blue)
Accutane (isotretingin) Faslodex (fulvestrant) Fameltean

Aciphex (rabeprazole) Fentanyl Fapamune (=iralimus)

Actanel (risedranate) Ferrlecit (sodium ferric gluconate Faptiva (efalizumab)

AcuTect (technetium Tc 89m apcitide)  complex) Refludan (lepirudin recombinant)
Actos (pioglitazone) Fluoxetine Felenza (zanamivir)

Advair Diskus (Fluticasone propionate;  Fluvoxamine Femeran (mirtazapine)
Salmeteral xinafoate) Foradil (formoteral furmarate]) Feminyl (galantamine)

Adderall (amphetamine salts) Frava (frovatriptan succinate) Fenagel (sevelamer)

Agenerase (amprenavir) Fuzeon {enfuvirtide) Fescula (unoprostone isopropyl)

Agarastat (tirofiban) Re ata [atazanavir}l

i~




Edit  Wiew Go  Bookmarks  Tools  Help

= [_L:a - %‘ I_| @ @ Fos hikkpe ffwaea Fda. gove cder fdrug /Drug3afety Druglndes, htm D @ G0 @,

etking Starked h_,.' Latest Headlines

U.S. Food and Drug Administration

CENTER FOR DRUG EVALUATION AND RESEARCH
FOuA Home Page | CDER Home Page | COER Site Info | Contact COER | Wwhat's Mews @ CDER

Index to Drug-Specific Information

Information for a drug%ill be in one of three different formats:

+ Patient Information Sheet [with and without FDA Alerts)

+ Consumer Information Sheet (for drugs approved since 1998, These will all be eventually conwverted to Patient
Information Sheets)

* [rug Information Page (may include a Patient or Consumer Information Sheet, approval information, FDA press
releases, questions and answers about a drug, and other related information)

This Index does not include alf FOA approved drigs, only those with Information Sheets and Fages.
Flease wse Drugsi@FDA to search for information on a drug not found in the Tndex

ABCDEEFEGHIJKLMNOPORSTUVWXIXYZ

A F R

Abilify (aripiprazole) Factive (gemifloxacin mesylate) Fadiogardase (prussian blue)
Accutane (isotretingin) Faslodex (fulvestrant) Fameltean

Aciphex (rabeprazole) Fentanyl Fapamune (=iralimus)

Actanel (risedranate) Ferrlecit (sodium ferric gluconate Faptiva (efalizumab)

AcuTect (technetium Tc 89m apcitide)  complex) Refludan (lepirudin recombinant)
Actos (pioglitazone) Fluoxetine Felenza (zanamivir)

Advair Diskus (Fluticasone propionate;  Fluvoxamine Femeran (mirtazapine)
Salmeteral xinafoate) Foradil (formoteral furmarate]) Feminyl (galantamine)

Adderall (amphetamine salts) Frava (frovatriptan succinate) Fenagel (sevelamer)

Agenerase (amprenavir) Fuzeon {enfuvirtide) Fescula (unoprostone isopropyl)

Agarastat (tirofiban) Re ata [atazanavir}l
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Adderall and Adderall XR (amphetamines) Information

FDA ALERT [08/2005] Health Canada Anmounces Retwm of Adderall to the Canadian Market.

Adderall will retiumn to the Canadian market for the treatment of Attention Deficit Hyperactivity Disorder
(ADHD) (see alert of 02/02/05 helow). The Canadian Product Monograph will be revised to include warmings
about the misuse of Adderall and that Adderall generally should not be used in patients with sttuctural cardiac

abnormalities.
FDA ALERT [02/2005] Health Canada Suspends Marketing of Adderall

Health Canada has suspended marketing of Adderall X producis fiom ﬂ]l.; Canadian market due to concern ahout reporis of sudden
unexplained death (SUD) in children taking Adderall and Adderall XR. 5UD has heen associated with amphetamine abuse and reported
in children with underlying cardiac ahnormalities taking recommended doses of amphetamines, including Adderall and Adderall XR.
In addition, a very small number of cases of STUD have heen reporied in childvren without structural cardiac abnormalities taking
Adderall. At this time, FDA cannot conclude that recommended doses of Adderall can cause SUD, but is continuing to carefully evaluate

these data.

This informafion veflects FDA's preliminary analysis of data concerning fhis drug FDATs considering, but has nof reached a final
conclesion about, fhis imformafion. FDA infends fo update this sheef when addifional information or analyses become available.
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FDA ALERT [02/2005] Health Canada Suspends Marketing of Adderall

Health Canada has suspended marketing of Adderall X products fiom the Canadian market due to concern ahout reports of sudden
unexplained death (SUD) in children talking Adderall and Adderall ER. 5UD has heen associated with amphetamine abuse and reported
in children with undexlying cardiac ahnormalities taking recommended doses of amphetamines, including Adderall and Adderall XR.
In addition, a very small number of cases of STUD have heen reporied in childven without structural cardiac abnormalities taking
Adderall. At this time, FDA cannot conclude that recommended doses of Adderall can cause SUD, but is continuing to carefully evaluate
these data.

This information veflects FDA's preliminary analysis of data concerning fthis drug FDATs considering, buf has not reached a final
conchesion about, fhis imformation. FDA infends fo wpdate this sheef when addifional information or analyses become available.

+ Patient Information Sheet [FDF] or [HTHL]

¢ Healthcare Professional Information
o Healthcare Professional Sheet [FDE] or [HTHL]
o Prescrbing Information He (A dderall Lakel)

Other Information

& Public Health Adwigory for ﬁ;ddgﬁﬂ and Adderall XE

+ FDA Statement on Adderall

* Eemilatory History of Adderall from Digsi@FDA

Report Adverse Events to WedWatch

f Back to Top W Back to Dirug Info

A< PDF recuires the free Adobe Acrobat Eeader

Date created: February 9, 2005; updated September 23 2005

Tenene, Fda, goefoderfdrugfadvisory fadderall, bkm
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FDA ALERT [02/2005] Health Canada Suspends Marketing of Adderall

Health Canada has suspended marketing of Adderall X products fiom the Canadian market due to concern ahout reports of sudden
unexplained death (SUD) in children talking Adderall and Adderall ER. 5UD has heen associated with amphetamine abuse and reported
in children with undexlying cardiac ahnormalities taking recommended doses of amphetamines, including Adderall and Adderall XR.
In addition, a very small number of cases of STUD have heen reporied in childven without structural cardiac abnormalities taking
Adderall. At this time, FDA cannot conclude that recommended doses of Adderall can cause SUD, but is continuing to carefully evaluate
these data.

This information veflects FDA's preliminary analysis of data concerning fthis drug FDATs considering, buf has not reached a final
conchesion about, fhis imformation. FDA infends fo wpdate this sheef when addifional information or analyses become available.

+ Patient Information Sheet [FDF] or [HTHL]

¢ Healthcare Professional Information
o Healthcare Professional Sheet [FDE] or [HTHL]
o Prescrbing Information He (A dderall Lakel)

Other Information

& Public Health Adwigory for ﬁ;ddgﬁﬂ and Adderall XE

+ FDA Statement on Adderall

* Eemilatory History of Adderall from Digsi@FDA

Report Adverse Events to WedWatch

f Back to Top W Back to Dirug Info

A< PDF recuires the free Adobe Acrobat Eeader

Date created: February 9, 2005; updated September 23 2005

Tenene, Fda, goefoderfdrugfadvisory fadderall, bkm
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FDA

Patient Information Sheet

Adderall and Adderall XR Extended-Release Capsules

This 15 a summary of the most important information about
Adderall and Adderall XR. For details, talk to your healthcare
professional.

FDA ALERT [08/05] Health Canada Announces Return of
Adderall to the Canadian Market.

Adderall will return to the Canadian market for the
treatment of Attention Deficit Hyperactivity Disorder
(ADHD) (see alert of 02/09/05 below). The Canadian
Product Monograph will be revised to include warnings
about the misuse of Adderall and that Adderall generally
should not be used in patients with structural cardiac
abnormalities.

FDA Alert [02/05] Health Canada Suspends Marketing of
Adderall

Health Canada has suspended marketing of Adderall
products from the Canadian market due to concern about
reports of sudden unexplained death (SUD) in children
taking Adderall. SUD has been associated with

*  Ovweractive thyroid
* Glaucoma
o A history of dmug abuse
Never take Adderall if you are taking a drug used to treat
depression, called a Monoamine Oxidase Inhibitor (MAOI), or
1#™ou have stopped taking an MAQI in the last 14 days.
Taking Adderall close in time to an MAOI can result in
seriolls, sometimes fatal, reactions, including:

*  High body temperature

 (Coma

*  Seizures (convulsions)
MAOI drugs include Nardil (phenelzine sulfate). Parnate
(tranylcypromine sulfate). Marplan (1socarboxid), and other
brands.

What Are The Risks?

¢  Sudden deaths: See FDA Alert.
*  Abuse potential: See Warning.
¢  Worsening mental illness (psychosis): Adderall may

make symptoms of existing mental illness worse.
] .0 T | 1 43 1 o .1 A.dd 11

1aofz

#i L | =
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FDA Alert [02/05] Health Canada Suspends Marketing of What Are The Risks?
Adderall

o  Sudden deaths: See FDA Alert.

Health Canada has suspended marketing of Adderall . . o
*  Abuse potential: See Warning.

products from the Canadian market due to concern about

reports of sudden unexplained death (SUD) in children * Worsening mental ill.ne.'s'; (ps'}'chuf;is}: Adderall may
taking Adderall. SUD has heen associated with make symptoms of existing mental illness worse.
amphetamine abuse and reported in children with * Possible decreased growth and weight loss: Adderall
underlying cardiac abnormalities taking recommended may decrease growth and cause weight loss. Children
doses of amphetamines, including Adderall. In addition, a who take 1t for a long time should have their growth and
very small number of cases of SUD have been reported in body weight measured regularly.

children without structural cardiac abnormalities taking * Increased tics: Adderall may worsen tics and Tourette’s
Adderall. At this time, FDA cannot conclude that disorder.

recommended doses of Adderall can cause SUD, but is & ¢  Pregnancy: Tell your healthcare professional if vou are

or may be pregnant because vour baby may be premature
or have a low birth weight. Also, your baby may show
withdrawal symptoms, such as agitation and drowsimness.

*  Breast feeding: Do not breast feed whale taking Adderall
because 1t can pass into vour breast milk.

o  Other side effects include loss of appetite, difficulty
sleeping. dry mouth. headaches. and mood changes.

¢  Tell vour healthcare professional about any medical
conditions vou have 1n addition to those already
mentioned in this information sheet.

continuing to carefully evaluate these data.

Adderall labeling contains a serious warning about the
potential for abuse.

WARNING: ABUSE POTENTIAL

Amphetamines have a high potential for abuse. Taking
amphetamines for long periods of time may lead to drug
addiction. Particular attention should be paid to the
possibility of people obtaining amphetamines for non-
therapeutic use or distribution to others. . .

B Are There Any Interactions With Drugs or Foods?
Misuse of amphetamine may cause sudden death and *  Adderall may interact with other medicines. These
serious cardiovascular adverse events. interactions can cause serious side effects. Tell vour
healthcare professional about all medicines, vitanmins, and
herbal supplements vou take, especially:

ifz | b bl | ©

What Is Adderall XR?

jl,f Trend Micro ci

Scanning incoming mail.. .



So what’s my overall impression
of the CDER website?

12/7/2005 Annetta L. Cheek



Health information on the
site Is hard to navigate

e Pages are too complex
e Lists are too long

e Similar (but not identical) material
occurs In multiple places

12/7/2005 Annetta L. Cheek



e |t’s iImpossible to tell, without
opening a link, what audience a
document addresses

e Some webpages and even some
documents have multiple
audiences

e There Is no one place an audience
can go to get all their information

12/7/2005 Annetta L. Cheek



If | were really trying to get
Information about drugs, I'd
probably go to some other site
that’s easier to use.

12/7/2005 Annetta L. Cheek
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. The drug infarmation is not intended to cover all possible uses, directions, precautions, drug interactions or adverse effects. This infarmation is generalized and is nc
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Mayo Clinic Medical Services | MayoClinic.com Bookstore
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DRUGS & SUPPLEMENTS

Drug Information Dec 3, 2005

Loak up prescription and over-the-counter drug information from Micromedes.

Browse: Find your drug by first letier
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Search Tips
Supplements Information

Look up herh, vitarmin and other supplement information from Matural Standard.

Browse: Find your supplement by first letter

Search: Enter a supplement name

Search Tips
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What should you do?

e Slim down your site — get rid of
INformation no customer wants

e Get Input from customers In
multiple ways — web trends, ACSI
survey, focus groups, usability
tests

12/7/2005 Annetta L. Cheek



e Glve each customer group an
easy-to-find destination; include
links to all their information there

e Don’t make a visitor open a link to
find out what’s at the link

e \Write each document and each
page for ONE AUDIENCE only
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Thanks for the opportunity to speak
to you. Giving the public this
opportunity to comment is a great
step. If PLAIN can help you,
please contact us through your
FDA representative, Joanne Locke.
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	FDA Web-based Drug Information
	
	I decided to visit the site as a consumer might.  What follows is my record of my own thought processes.
	
	
	I also wondered what CDER was – the term was all over the site.
	But I decided it didn’t matter, I didn’t really care.  This was just “background noise.”
	
	At that point, I decided the website had some problems, so I decided to look for more general information about drugs – what I
	
	I don’t want to deal with that page if I don’t have to.  So I go back to the homepage, again.
	Well this may be the best place, but the heading is confusing so I’ll try one more time on the homepage, and if it doesn’t wor
	So what’s my overall impression of the CDER website?
	Health information on the site is hard to navigate
	
	What should you do?
	
	

