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Disclaimer Slide

The views and opinions expressed in the following PowerPoint
and accompanying oral presentation should not be construed
as official or unofficial FDA position.




Objectives

e Learn about Medication Guides sourced from FDA
Structured Product Labeling (SPL)

e Discuss issues regarding incorrect SPL Section LOINC
codification or missing Medication Guides

* Review issues with bulleted lists and formatting of
content

e Review Feedback to the FDA

e Discuss the benefits of SPL and the importance of
careful coding and content review




My Background and AHFS Drug
Information

 Pharmacist and Clinical Informaticist

e Early 2000’s — Converted AHFS Patient Medication
Information (PMI) and the Handbook on Injectable Drugs
from text files to eXtensible Markup Language (XML)

e 2005 — 15T SPL released on DailyMed (XML format)

e 2005 - Internal mapping for internal drug information
updating via extracting SPL NDC and Product Information

e 2010 - Client need for Medication Guides

— Familiar with SPL at DailyMed

— Suitable format to extract Medication Guides for XML and PDF
generation




Raise your hand if you have ever bought a
piece of furniture to put together?

* Have you ever been at the end and are missing a
bolt, screw, washer?

 Had mislabeled pieces?

* Had missing pieces?

7 xa

X 4 (only 3 includ




Structured Product Labeling

 Remember the frustration of missing an item
or a mislabeled piece?

* Contains important clinical information that a
healthcare provider and patient needs to
know

* Content that needs to be updated and correct
for public consumption

* Importance of current and correctly codified
SPL




FDA Medication Guide Website

https://www.fda.gov/Drugs/DrugSafety/ucm085729.htm

Medication Guides

fsHame | W TweeT | inunkeEDiv | @ PnT | 3 EmaL | B PRINT

| - e Need for PDF and XML
5 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 Ve rs I 0 n Of M e d |Cat I O n

that are specific to particular drugs and drug classes, and they contain FDA-approved information that can help G u i d es

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 o P rocess t h at flts into
« patient adherence to directions for the use of a product are essential to its effectiveness. h e o o
pharmacy and clinician
Information Update (3/2017) wor kf I ow

Medication Guides are updated as they appear in new drug labeling. Please note that we link directly into the
drug label to the first page of the medication guide.

Medication Guides may or may not be at the end of the label. Before printing check the number of pages of

the Medication Guide. ° I_i 1] ki n g to N DCS

The newest labeling may contain a Medication Guide, but this is not necessarily reflective of the date of the
label.

Medication Guides are available for these products:

*biologic or drug/biclogic combination

Abilify (aripiprazeole) [8/2016 version] « Malfon (fenoprofen calcium) [5/2016 version]

Abilify Maintena (aripiprazole) [1/2016 version]

MNaprelan {naproxen sodium) [2011 version]

Absorica (isotrenfinoin) [2014 version]

Maprosyn {naproxen) [3/2017 version]

Abstral (fentanyl) [2016 version] « Mardil (phenslzine sulfate) [2007 version] ’

Aciphex Sprinkles (rabeprazole sodium) [7/2017 version] « Matpara (parathyroid hormone) for injection [12/2015
version]

Aciphex DR (rabeprazole sodium) [4/2016 version]

Mesina (alogliptin [4/2016 version]

Accutane (isotretinoin) [2010 version]

Meurontin (gabapentin) [/2015 version]

« Actemra (focilizumab) [3/2017 version]




DailyMed Hosted by the NLM

https://dailymed.nim.nih.gov/

MUOE WAYS 10 SEAREI ADVANCED SEARLH  ECIWASR DRUG CLASSES

This wessite comtams 97708 dng listings 23 sutmted 10 the Food and Drug Adminmtration (FOA)
AL the present Time, (hyy Webs sile does not tofam o complete Listing of labeds for apgeoves prestripbon drugs

Posted: October 06, 2017
Drug Usting Certification s Coming

Stides and recordngs from the FDRs October 5, 2017 meeting titied
Electronic Drug Regutration & Listing Using CDER Direct are now
aeailatia,

AR ot o 05 20471

MORE 90

Gat RSS News & Updatos

\ The DatyMod RSS feed pr P and nh

N about new drug labela approved by the FDA and publbshed on
NUM DaityMed Web site.

ABOUT DAILYMED

DiadtyMed provides trustwortty information sbout markated drugs n
the Unized States. DailyMed i the official povider of FOA Label
information {package inserts). This Web site provides a standard
comprehensive, up-10-date, look-up and dovenload resoosce of
MBdication content 3nd Labeling 10und in MEECITUON PIckage insers

Jhe Natorat Liwary of Megiome (NLM] promides this as a publ
logs POt accept advertsemans. The

The following Structured Product Labeling (SPL) resources have
been created to assist industry professionals.

Download Data

. All Drug Labels
All Indexing & REMS Files

All Mapping Files

e Allows PDF and XML

sl @BOB . g .
version of Medication
Guides
fDA GUIDANCES & INFORMATION
oo kg s s « Allows for process that fits
i o9t RESHOmcEs into clinician workflow

The following Structured Prodoct Labelng (SPL) resoores have
Desn Cwated &0 assist industry professionals.

Download Oeta .
* Allows extraction and
AlL::..:L;AJtL:LL

Al Happing Flles

' linking to NDC codes

Guidelines for SPL smage files of oral solid dosage forms that
are submitted 1o the FDA with 5PL documants.

Presentation & Articles

Stary informed through recent SPL refated amickes, onkew
worksheps, presentations and moce.




Background

e Utilize basic programming languages and technology to
mine Structured Product Labeling (SPL) data from
DailyMed

* Incorporation of extracted SPL data into database tables

* Mine the extracted SPL data for updating internal
databases

 Computer “looks” for coded SPL sections
— Correct codification is VERY IMPORTANT (LOINC Section Codes)

* Generation of Medication Guide documents mapped to
NDCs extracted from SPL




Medication Guides Sourced from SPL by
the Numbers

 Weekly provision of SPL Medication Guides since
2010 to a client

Medication Guides Mapped NDCs

2010 > 900 documents > 5,300
2017 > 6800 documents > 28,000

* SPL Medication Guide code Missing/Miscoded or
content needs to be included within the SPL

— Majority are Repackagers and Relabelers




Objectives

e Learn about Medication Guides sourced from FDA
Structured Product Labeling (SPL)

* Discuss issues regarding incorrect SPL Section LOINC
codification or missing Medication Guides

* Review issues with bulleted lists and formatting of
content

e Review feedback to the FDA

e Discuss the benefits of SPL and the importance of
careful coding and content review




LOINC Codes

* Logical Observation Identifiers Names and Codes
(LOINC)

* Universal code to identify medical terminology

e Section heading LOINC codes provide automation in
matching section title with content

https://www.fda.gov/Forindustry/DataStandards/StructuredProductLabeling/ucm162057.htm



Part of Labeling LONIC Code
WARNINGS SECTION 34071-1
PRECAUTIONS SECTION 42232-9
GENERAL PRECAUTIONS SECTION 34072-9
INFORMATION FOR PATIENTS SECTION | 34076-0
LABORATORY TESTS SECTION 34075-2
DRUG & OR LABORATORY TEST 340745

INTERACTIONS SECTION
HOW SUPPLIED SECTION

34069-5

https://www.fda.gov/Forindustry/DataStandards/StructuredProdtcttabeling/ ucm162057.hfﬁ:“




No LOINC Codes for Several Popular
Subsections/Sections (PLR format)

Section/ Part of Labeling LONIC Code
Subsection
PRESCRIBING INFORMATION (PLR format)
6 ADVERSE REACTIONS section 34084-4
6.1 Clinical Trials Experience subsection No LONIC Code
6.2 Immunogenicity subsection No LONIC Code
6.20r6.3 Postmarketing Experience subsection No LONIC Code
8 USE IN SPECIFIC POPULATIONS section 43684-0
8.6, 8.7 or 8.8 | Renal Impairment subsection No LONIC Code
8.6, 8.7 or 8.8 | Hepatic Impairment subsection No LONIC Code
16 HOW SUPPLIED/STORAGE AND HANDLING No LONIC Code
section
17 PAT!ENT COUNSELING INFORMATION No LONIC Code
section
LABELING PART NOT CLASSIFIED
N/A SPL UNCLASSIFIED SECTION 42229-5

https://www.fda.gov/Forindustry/DataStandards/Structure
-




What LOINC Code Do You Use for Patient
Counseling Information Section?

Part of Labeling LONIC Code
PATIENT LABELING
INSTRUCTIONS FOR USE SECTION 59845-8
SPL MEDGUIDE SECTION 42231-1
SPL PATIENT PACKAGE INSERT SECTION 42230-3
PATIENT MEDICATION INFORMATION SECTION 68498-5

PRESCRIBING INFORMATION

Patient Counseling Information

No LONIC Code

LABELING PART NOT CLASSIFIED

SPL UNCLASSIFIED SECTION

42229-5

https://www.fda.gov/Forindustry/DataStandards/Structur




LOINC Codes Options for Patient Labeling
Choose “SPL MEDGUIDE” LOINC Code for Medication Guides

(do not choose “SPL UNCLASSIFIED SECTION”)

Part of Labeling

LONIC Code

PATIENT LABELING

[\ - A [\ siels
42231-1

SPL PATIENT PACKAGE INSERT SECTION

42230-3

PATIENT MEDICATION INFORMATION SECTION

68498-5

PRESCRIBING INFORMATION

Patient Counseling Information

No LONIC Code

LABELING PART NOT CLASSIFIED

SPL UNCLASSIFIED SECTION

42229-5

https://www.fda.gov/Forindustry/ DataStandards/Structur




Section Heading LOINC Codes

https://www.fda.gov/Forindustry/DataStandards/StructuredProductLabeling/ucm162057.htm

<42231-1 SPL MEDGUIDE SECTION (MEDICATION GUIDE
Has been coded as:

42229-5 SPL UNCLASSIFIED SECTION
68498-5 PATIENT MEDICATION INFORMATION SECTION
34076-0 INFORMATION FOR PATIENTS SECTION
34069-5 HOW SUPPLIED SECTION
59845-8 INSTRUCTIONS FOR USE SECTION
42230-3 SPL PATIENT PACKAGE INSERT SECTION
34067-9 INDICATIONS & USAGE SECTION
34068-7 DOSAGE & ADMINISTRATION SECTION
34073-7 DRUG INTERACTIONS SECTION
34082-8 GERIATRIC USE SECTION




Medication Guide coded as 42231-1
Generates DailyMed Hyperlink...
" DRUG LABEL INFORMATION / g A

If you are a consumer or patient please visit this version.

VIEW ALL SECTIONS

& ©a https://dailyred.nlm.nih.gov/dailyrmed/

E HYDROCHLORIDE- chlordiazepoxide hydrochloride capsule, ge

This Medication Guide has been approved by the U.S. Food and Drug Administration Issued: 8/2016

dsed: 82017 Medication Guide content is MISSING

(non-PLR format)



Coded as having a Medication Guide

Contains LOINC code = 42231-1

* MEDICATION GUIDE But... Medication Guide content is MISSING

This Medication Guide has been approved by the U.S. Food and Drug Administration Issued: 8/2016
\\

&> PRINCIPAL DISPLAY PANEL - 10 MG

R , only
Chlordiazepoxide Hydrochloride USP CIV

10 mg 30 Capsules

Each capsule contains 10 mg of chlordiazepoxide hydrochloride USP.

See enclosed package insert for dosage information.
Keep this and all drugs out of reach of children.

Store at 25° C (77° F); excursions permitted to 15-30° C (59-86° F)

Dispense in a tight, light-resistant container, with a child resistant closure, as defined in USP/NF.

(non-PLR format)



Coded as having a Medication Guide
(...but Content is Missing)

<component>
<section ID="XXXXXXX-XXXX-XXXX-XXXX-XXXXXXXXX" >
<id root=“XX OO XXX XXXXXXXXX" />

<cpde code="42231-1" codeSystem=2.16.840.1.113883.6.1"
displayNarme="SPL MEDGUIDE SECTION"/>

<text>
<paragraph>This Medication Guide has been approved by
the U.S. Food and Drug Administration Issued: 8/2016</paragraph>

<
<effectiveTime Iue="201709®- RECENTLY updated

</section>
</component>

(non-PLR format)



Not Coded for Required Medication Guide and
Content Missing

weeLrss ) sware ) W

o

Category: HUMAN PRESCRIPTION DRUG LABEL
DEA Schedule: None
Marketing Status: New Drug Application

DRUG LABEL INFORMATION Updated March 24, 2010

If you are a consumer or patient please visit this version.

Report Adverse Events
....................................... DOWNLOAD DRUG LABEL INFO- PDF | xmL [E} OFFICIAL LABEL (PRINTER FRIENDLY) [5]
FNA Safetv Recalle | | g e

No Hyperlink to indicate Medication Guide
DOES NOT Contain LOINC code = 42231-1

Medication Guide content is MISS

(PLR format)



Not Coded for Required Medication Guide
and Content is Missing

€2 14 CLINICAL STUDIES
ng

6 HOW SUPPLIED/STORAGE AND HANDLING
_ . _..__is available as follows: mqg film-coated, ¢

on the other.

17 PATIENT COUNSELING INFORMATION
[See FDA-Approved Patient Labeling (17.1)] The patient should be informed to pay particular atten
to the dosing instructions as clinical benefits may be compromised by failure to ...

PATIENT PACKAGE INSERT

frisedronate sodium let= mg,

ets ...

Information -

ronate sodium) tablets risedronate sodiu

‘ A% nANKART /1 ANTT ANIMOINAT 0

(PLR format)



FDA Medication Guide is Required

https://www.fda.gov/Drugs/DrugSafety/ucm085729.htm

- Get email alens when the Meacanon Guides page is upaatad

Medicaton Guides are paper handouts that come with many prescripton medicnes  The guides adaress Issues
1hat are specilic 10 panticular drugs & drug classes. and ihey contan FDA-approved nlfomation that can hesp

patients avoid senous adverse cvents
FDA requires that Medication Guides be issued with cenain prescribed arugs and biological products when the
ncy determines al:

s
* cortain nformabon 15 necessay 1o prevent senous adverse effects

¢ patent decsion-makng should be mformed by nformaton about 3 known serous side effect with a product, or
« pahent adherence i directions for ihe use of a product are fo s eftect

information Update {3/2017)

Medcation Guxies we updaled as ey appear in hew drug lbelng  Please nole that we ink directly Indo
the drug abel 10 Ihe fest page of the medicalion guice

Medcation Gukies may of may not he &t the 2nd of the iabel.  Betore prnting check the number of pages of
the Medicaton Guide

The newes! labaling may contan a Medication Guits, but Ihis & nol necessarsy refiective of the date of the
abet

Medication Guides are available for these products:
“bigiogic or drugbiviege combination

(risedronate sodium) [2015 version]

* Accutane (actretingn ) [2010 version] © NeIR URUZIPUT? PV X0 VECSIon

o Acternia flocktzumab) B/2017 versiont * Neuronte (gsSapanti) {32015 yersion)]

o Acta (Tertaoyt cfrate) 12015 varsion] ® Nestarn (ssomepratoie magnesium) (N20 44 veruon|

o Actonsl {nzadronats soclum) [201% version] * Nizoval (kedoconazele) (2014 version]

« Actzoed Wi Calcum (sedronate s0dkim and calcum © Nodiiva (desenogrisin scetae) (12017 version}
cartunate) RO15 vesson) o Nokasdes tamasten) (2005 versiun]

® Acdopius Mel (metfotmsin hparochionide and pogiRsions o Noremn (nodaeacing {2018 version]
Pycrachioosds | (2014 version]

* Noptame (Sesipramine Pydrochionds ) 2014 yersian)
@ Ackoptus Me1XR (metformin hyeroctinnas and segiazone | . owon s masXantone) 2012 version)

Pyarochiocias) (2015 versian| a
* Npiahe® (roeniplostm 16 versi
* &2 (pogitazone hyarchionasq ) |20146 veraian] DEske? (rocoimlosdmy | virsion
* NSRO U Arit-nn 7 Drugs!

- suve (locagine) (2018 version] 1201 Pversion]

* Agdersl (Daey ¥ne Saccharats, Amph
, O ol e Sufale ana Ampl T

o Nucyntn dapentadol hydrocrioride) 132016 version|




Medication Guide Included, but coded as
42229-5 - “SPL UNCLASSIFIED SECTION”

+« OXYCODONE HYDROCHLORIDE- oxycodone hydrochloride tablet

weeLrss Y sware [C] v i+

CKAGE PHOTOS

Category: HUMAN PRESCRIPTION DRUG LABEL

DEA Schedule: ClI

Marketing Status: Abbreviated New Drug Application
{ MORE

DRUG LABEL INFORMATION Updated July 13, 2017
_ If you are a consumer or patient plegse visit this version
w . st o o 7 o o Y 7 e o S o 2 o 0 I g P i o s o P S 7y o S S e o o e e o o s e e
amlngs .............. <wmnm: PDF | XML OFFICIAL LABEL (PRINTER FRIENDLY) [5] >
Adverse Events | | T g T
"""""""""""""" VIEW ALL SECTIONS
ifety Recalls
e e & BOXED WARNMHI Guitar 1s Trus7
ce in Breast Milk

No Hyperlink to indicate Medication Guide

Because it contains LOINC code = 42229-5 (SPL
Unclassified Section), instead of code =

(non-PLR format) (Medication Guide)



Medication Guide Included, but coded as
42229-5 - “SPL UNCLASSIFIED SECTION”

o :
L UNCLASSIFIED SEGTION \

Medication Guide
Oxycodone Hydrochlonde Tablets USP, ClI

w hye" droe klor" ide)

Oxycodone hydrochlonde tablets are:

* A strong prescription pain medicine that contains an opioid (narcotic) that is used to
manage pain severe enough to require an opioid pain medicine, when other pain
treatments such as non-opioid pain medicines do not treat your pain well enough or
you cannot tolerate them.

* An opioid pain medicine that can put you at risk for overdose and death. Even if you

take your dose correctly as prescribed you are at risk for opioid addiction, abuse, and
misuse that can lead to death.

(non-PLR format)



Medication Guide Included, but coded as
42229-5 - “SPL UNCLASSIFIED SECTION”

Should be 42231-1

<section ID="1 >
<id root=" >
<code code="42229-5" codeSystem="2.16.840.1. 113883 6.1" displayName="SPL
'\/w%ﬂgmum"b >
<title/> (SR Should be <title>Medication Guide</title>

<text>
<table width="653px">
<col/>
<tbody>
<tr>
<td styleCode="__ Botrule Toprule Lrule  Rrule ">

< <content sterCode bold '>Medication Guide<br/>Oxycodone >
Hydrochloride Tablets USP, CIikbr/>tox*+koe-dorme-hye*droekiortde)<br/>

</content>
</td>

</section >

(non-PLR format)



Coded as 68498-5 - “PATIENT MEDICATION
INFORMATION SECTION”

LABEL: OXYCODONE AND ACETAMINOPHEN- oxycodone and acetaminophen tablet

weeLrss (Y  sware ] W
VIFW &I‘!K&GF PHOTAS NDC Code
Packager:
Category: HUMAN PRESCRIPTION DRUG LABEL

DEA Schedule: CiI
Marketing Status: Abbreviated New Drug Application

DRUG LABEL INFORMATION Updated January 17, 2012

© VIEW MORE

Boxed Warnings
................................. DOWNLOAD DRUG LABEL INFO: PDF | XML OFFICIAL LABEL (PRINTER FRIENDLY) E >

Report Adverse Events

No Hyperlink to indicate Medication Guide

Because it contains LOINC code = 68498-5 (Patient
Medication Information), instead of code =

(non-PLR format) (Medication Guide)



Coded as 68498-5 - “PATIENT MEDICATION
INFORMATION SECTION”

CLOSE
— 5 PATIENT MEDICATION INFORMATION

\Oxycodone Hydrochloride (ox" i koe’ done hye" droe ) and Acetaminophen (a seet” a min’ oh
fen)

Tablets, ClI

Oxycodone Hydrochloride and Acetaminophen Tablets are:

* A strong prescription pain medicine tHat contains an opioid (narcotic) that is used to manage
pain, severe enough to require an opioid analgesic and for which alternative treatments are
inadequate and when other pain treatments such as non-opioid pain medicines do not treat
your pain well enough or you cannot tolerate them.

* An opioid pain medicine that can put you at risk for overdose and death. Even if you take
your dose correctly as prescribed you are at risk for opioid addiction, abuse, and misuse that
can lead to death.

Important information about Oxycodone Hydrochloride and Acetaminophen Tablets:

a ffms .. _ = _Ra .. .. ca b _a AN _ WL _A ___ LR __—A_ __ 2

(non-PLR format)



Coded as 68498-5 - “PATIENT MEDICATION
INFORMATION SECTION”

<component>
<section ID="_ ">
<id root="¢( />
<cod e="68498-5" codeSystem="2.16.840.1.113883.6.1

displayNamec"PATIENT MEDICATION INFORMATION SECTION"/>
<title/>
<text>

<22W
ontent styleCode="bold">Medication Guide <br/>>

<content styleCode="bold">Oxycodone Hydrochloride (ox" i koe'
done hye" droe klor' ide) and Acetaminophen (a seet" a min' oh fen)</content>

<br/>Tablets, Cll </content>
</paragraph>
</section >
</component>

(non-PLR format)



Medication Guide Coded as 34076-0 —
“INFORMATION FOR PATIENTS”

LABEL: LEVETIRACETAM- levetiracetam solution

weeLrss (Y] sware 2] W |

VIEW PACKAGE PHOTOS

Category: HUMAN PRESCRIPTION DRUG LABEL
DEA Schedule: None
Marketing Status: Abbreviated New Drug Application

DRUG LABEL INFORMATION Updated July 29, 2016

Report Adverse Events

Presence in Breast Milk

No Hyperlink to indicate Medication Guide

Because it contains LOINC code = 34076-0 (Information for
Patients), instead of code = 42231-1 (Medication Gui

(PLR format)



Coded as 34076-0 - “INFORMATION FOR
PATIENTS” Buried his Section of SPL

labeling (Medication Guide),

P o Lunliss il RN drugs (AEDs), Including
levetwacetam, may increase the risk of suicidal thoughts and behawsor and advise patients to be alert
for the emengence or worsenng of symptoms of depression; unusual changes i mood or behavior; of
suicidal thoughts, behavior, of thooughts about self-harm. Advise patients, their caregivers, and/oe
famulios to smmediately report behawvsors of concern to 3 healthcare provider.

: s g

Advise patiants that levetiracetam may cause changes o behavior (8.9 3Qgression, sgitation, anger,
anxiety, apsthy, depression, hostlity, and irritability) and psychotic symptoms.

£Effects on Driving or Oosrating Machnery

Inform patients that levetiracetam may cause dizzness and somnolence, inform patients not to drive or
operate machinery until they have gained sufficient experiente on levetiracetam to gauge whether it
adversely affects thew ability to drive or opevate machinery

Oermatoiagcat Adverse Resctions

Advise patients that serious dermatalogical sdverse reactions have occutred in patients treated with
levetracetam and instruct them o call their physician smmediately o 3 rash develops.

Lregrary
Advise pahients to notify thes healthcare peovider if they become pregnant of Intend 1o become
pregnant during levetiracetam therapy. E ge patients to encoll in the North Amesican

Antiepileptic Drug (NAAED) pregnancy ragistry f they become pregnant. This regestry is collecting

MEDICATION GUIDE
Levetiracetam Oval Solution
(lee” va tye ra'se tam)

Read this Medication Guads before you start taking levetiracetam oral sclution and each time you get 2
refl. These may be new Information Thes mformatsan does not take the place of talkng 10 your
healthcare pravider about your medical candition or treatment.

(PLR format) o st s s




Coded as 34076-0 — “INFORMATION FOR PATIENTS”
Buried within this Section of SPL

<component>

<section ID=" _ ">
<id root=" >

Zcode code="34076-0" codeSystem="2.16.840.1.113883.6.1"
displayName="INFORMATION FOR PATIENTS SECTION" />
<title>17 PATIENT COUNSELING INFORMATION </title>

<text>

<paragraph>Advise the patient to read the FDA-approved patient labeling
(Medication Guide).</paragrabh>

<paragraph>
@L&Codef'bold'SMEDICATION GUIDE</conteD

</para

<paragraph>
<content styleCode="bold">Levetiracetam Oral Solution</content>

</paragraph>

(PLR format)




Coded as 34069-5 - “HOW SUPPLIED SECTION”
Buried within this Section of SPL

LABEL: METHYLPHENIDATE HYDROCHLORIDE - methylphenidate hydrochloride tablet

VII?.\W PACKAGE PHOTOS NDC Code(s)
Packager:

Category: HUMAN PRESCRIPTION DRUG LABEL
DEA Schedule: Cll

Marketing Status: Abbreviated New Drug Application
Report Adverse Events
................................. DRUG LABEL INFORMATION Updated February 1, 2010
FDA Safety Recalls
................................. If you are a consumer or patient plea sit this version.
BiesenceimyBreasEMille | 0 | s enemn e e
DOWNLOAD DRUG LABEL INFO: PDF | XML OFFICIAL LABEL (PRINTER FRIENDLY) [5]
| e

No Hyperlink to indicate Medication Guide

Because it contains LOINC code = 34069-5 (How Supplle
Section), instead of code = 42231-1 (Medication

(non-PLR format)



Coded as 34069-5 — “HOW SUPPLIED SECTION”
Buried within this Section of SPL

pas | 1S9 are avadabie as follows:

Protect from Light.

Dispense in a tight, Light-resstant contamer, 35 defined in the USP. with 3 chid-resistant closure,

Storage: Store at 20” to 25°C (68" to 77°F) |see USP Controlled Room Temperatise

Do not store above 30°C (B6°F).

Manufactured 8y
Dustributed By:
[y
MEDICATION GUIDE
( al
(methylphenidate HCL tablets USP)
\Mn HOL extended-release
Read the Medication Guide that comes with nd : before you or your cheld starts
taking it and each time you get 3 refill, There may be new information, This Medication Guide does not
take the place of tallong 10 your doctor sbout your of your chitd’s trestment with and

(non-PLR format)



Coded as 34069-5 - “HOW SUPPLIED SECTION”
Buried within this Section of SPL

<section>
<id root="XXXX-XXXXXXX-XXXXX-XXXXX" />

<code code="34069-5" codeSystem="2.16.840.1.113883.6.1" displayName="HOW SUPPLIED SECTION"/>
<title>SHOW SUPPLIED</title>

<text>

<paragraph>Methylphenidate Hydrochloride 10 mg Tablets USP are available as follows:</paragraph>

<br/>MEDICATION GUIDE<paragraph>
<content styleCode="bold">ClI</content>
</paragraph>
<paragraph>
<content styleCode="bold" >-----------------

<content styleCode="bold">
(methylphenidate HCl tablets USP)</content>
</paragraph>
<paragraph>
<content styleCode="bold">------------- </content>
<sup>™</sup>
<content styleCode="bold"> ----
(methylphenidate HCl extended-release tablets USP)</content>
</paragraph>

<paragraph>Read the Medication Guide that comes with




Non-Steroidal Anti-Inflammatory Drugs (NSAIDs)

Medication Guide Coded as 34069-5 — “HOW
SUPPLIED SECTION”

T

HOW SUPPLEED

n capsules are supplied containing 25 mg or 50 mg of indomethacin, USP.

The 25mg capsule is a hard-shell gelatin capsule with an
debossed with on both the bodv and cap. They are supplied in bottles of 15 and 30 as follows:

Store at 20" to 25°C (68" to 77°F). [See USP Controlled Room Temperature].
Protect from light.
Rx Only

Dispense in a tight, light-resistant container as defined in the USP using a child-resistant closure.

[« PHARMACIST: Dispense a Medication Guide with each prescription. >

Manufactured for:

Manufactured by:

Repackaaged by:

Medication Guide for Non-Steroidal Anti-Inflammatory Drugs (NSAIDs)

(See the end of this Medication Guide for a list of prescription NSAID medicines.)

What is the most important information | should know about medicines called non-steroi
mmatory drugs (NSAIDs)?

(non-PLR format) veiaes may increase the chance of a heart attack or stroke to death. This

chance increases:




Objectives

e Learn about Medication Guides sourced from FDA
Structured Product Labeling (SPL)

e Discuss issues regarding incorrect SPL Section LOINC
codification or missing Medication Guides

* Review issues with bulleted lists and formatting of
content

e Review feedback to the FDA

e Discuss the benefits of SPL and the importance of
careful coding and content review




Extra Style Tagging (Elements) Makes it
Difficult to Mine the Data — Place All Title
Content within One <title> Element

<section ID="">

<id root=""/>
<code C°dOdGSVStem="2.16.84O.1.113883.6.1" displayNare="SPL UNCLASSIFIED smn@
<title>

<con yleCode="bold">7.</content>
ontent styleCode="bold">1</content>

<content styleCode="bold">Cytochrome P450-</content>
<content styleCode="bold">Based </content>
<content styleCode="bold">Interaction</content>

<paragraph>---——= PSRkl i i A4. Concomitant use of CYP3A4 inhibitors increases ----------- plasma
concentrations, and use of CYP3A4 inducers decreases them. Increased plasma concentrations may exacerbate bradycardia and conduction
disturbances.</paragraph>

<paragraph>The concomitant use of strong CYP3A4 inhibitors is contraindicated <content styleCode="italics">[</content>
<content styleCode="italics">s</content>
<content styleCode="italics">ee </content>
<content styleCode="italics">

Correctly coded <title>:
<title>7.1 Cytochrome P450-Based Interactions</title>




Forced Bulleted Lists

<content styleCode="bold">Gabapentin can cause serious side effects including: </content>
</paragraph>
<paragraph>
<content styleCode="bold"> </content>
</paragraph>
<paragraph>
<content styleCode="bold">1. Suicidal Thoughts. Like other antiepileptic drugs,

gabapentin may cause suicidal thoughts or actions in a very small number of people, about 1 in 500.
</content>

</paragraph>
<paragraph>
<content styleCode="bold">Call a healthcare provider right away if you have any of these
symptoms, espeefally i they are new, worse, or worry you: </content>

<paragraph>:- new or worse depression </paragraph>
<paragraph>- or worse anxiety </paragraph>
<paragraph>- fepling agitated or restless </paragraph>
<pRragraph>- panic attacks </paragraph>



Correctly Coded Bulleted List

<content styleCode="bold">Gabapentin can cause serious side effects including: </content>
</paragraph>
<paragraph>
<content styleCode="bold"> </content>
</paragraph>
<paragraph>
<content styleCode="bold">1. Suicidal Thoughts. Like other antiepileptic drugs, gabapentin may cause
suicidal thoughts or actions in a very small number of people, about 1 in 500. </content>
</paragraph>
<paragraph>
<content styleCode="bold">Call a healthcare provider right away if you have any of these symptomes,
especially if they are new, ou: </content>

<list listType="unordered“>
<item>thoughts about suicide or dying </item>
<item>attempts to commit suicide </item>
<item>new or worse depression </item>
<item>new or worse anxiety </item>
<item>feeling agitated or restless </item>
<item>panic attacks </item>

</list>




Poorly Formatted Table and Bulleted Lists

* if you are pregnant. NSAID medicines should not be used by pregnant women late in their
pregnancy.

® if you are breastfeeding. Talk to your doctor.

What are the possible side effects of Non-5teroidal Anti-Inflammatory Drugs (NSAIDs)?

5

/%rinus side effects include: Other ﬂe effects include:
/ . \ heart attack «\ stomach pain
. stroke » | constipation
. high blood pressure + || diarrhea
. heart failure from body swelling (fluid retention) s || gas
. kidney problems including kidney failure + || heartburn
. bleeding and ulcers in the stomach and intestine + || nausea
. low red blood cells (anemia) + || vomiting
. life-threatening skin reactions « | dizziness
. life-threatening allergic reactions
. liver problems including liver failure V
. / asthma attacks in people who have asthma

Get emergency help right away if you have any of the following symptoms:

* shortness of breath or trouble breathing



Poorly Reviewed Blank Space in Content

& MEDICATION GUIDE

Aripiprazole Tabloty
Fan- T

b{atg

Read this Medication Gunde before you start talang aripiprazode tablets and sach

\/

time you get a refill

There may be new information. This Medication Guide does not take the place of talking to yoor

healthcare provider about your medical condition or treatment.

_

What is the most important information | should know about anpiprazole

\

(For other side effects, also see "What are the possible side effects of aripiprazole tablets?”),

_

Serious side effects may happen when you take anpiprazole tablets, including:

_

YAY,

« Increased nisk of death in elderty patients with dementia-related psychosis:

Extra line breaks
<br/> in content

Causes printing
issues

Difficult to
comprehend the
content




Poorly Reviewed Extra Line Breaks <br/>
within Content

<component>
<section ID="Unclassified_Section_30">
<id root= "/>
<code code="42229-5" codeSystem="2.16.840.1.113883.6.1" displayName="SPL UNCLASSIFIED SECTION"/>
<title>SMEDICATION GUIDE</title>
<text>
<br/>
<paragraph>Aripiprazole Tablets</paragraph>

<br/>
<br/>
<br/>
Sparagraph> (air-eh-PIP-rah
new information.

<br/>Read this Medication Guide before you start taking aripiprazole tablets and each time you get a refill. There may be
fon Guide does not take the place of talking to your healthcare provider about your medical condition or treatment. </paragraph>

<paragrap
<content styleCode="bold">What is the most important information | should know about aripiprazole tablets?</content>

</paragraph>

<br/>

<br/>

<br/>

<br/>

<paragraph> (For other side effects, also see "What are the possible side effects of aripiprazole tablets?").</paragraph>




Poorly Reviewed Extra Line Breaks <br/>
within Content

3 & SPL MEDICATION GUIDE

Fluoxetne Capsules, USP

{fioo-ox--tean)

Resd the Medication Guide that comes with fluoxeting capsuies before you start taking It and each
time you get a refill. There may be new information. Thas Medscation Guide does not take the place of
talking to your healthcare provider about your medical condition or trestment. Talk with your
healthcare provider if there is something you do not understand or want to leam more about,

What is the most important information | should know about fluoxetine capsules?

_ >

Fluoxetine capsules and other antdepressant medicnes may cause senous side effects, mcluding:

1. Suickdal thoughts or actions:

_ >

« FHuoxetine capsules and other antidepressant medicines may increase suscidal thoughts or
actions in some children, 12enagers, of young adults within the first few months oftreatment or when
the dose is changed.




Poorly Reviewed Extra Line Breaks <br/>
within Content

<section ID="Unclassified_Section_63">
<id root="d8625e26-6529-4612-820e-5480cd715df7" />

de code="42229-5" System="2.16.840.1.113883.6.1" displayNan@UNCLASSIFIED SECTION"
<title>SPL MEDICATION GUIDE</title> —>

<text>
<br/>
<paragraph>
<content styleCode="bold">Medication Guide</content>

</paragraph>

h> Fluoxetine Capsules, USP </paragraph>

<paragraph> (floo-ox-e-teen)</paragraph>
<paragraph>Read the Medication Guide that comes with fluoxetine capsules before you start taking it and each time you get a refill.
There may be new information. This Medication Guide does not take the place of talking to your healthcare provider about your medical condition or tre
Talk with your healthcare provider if there is something you do not understand or want to learn more about. <br/>



Text Overlay Display Issue and Confusing
Bullets

Medication Guide
Oxycodone Hydrochloride (ox" i koe' done hye" droe klor' ide) Tablets USP, CII

Oxycodone hydrochloride tablets are:

* A strong prescription pain medicine that contains an opioid (narcotic) that 1s used to manage pain severe enough to requir

An opioid pain medicine that can put vou at nisk for overdose and death. Even if vou take vour dose correctly as prescribe

Important information about oxycodone hyvdrochloride tablets:

*  Get emergency help right away if yvou take too much oxyvcodone hydrochloride tablets (overdose). When vou first st
lead to death mav occur.

Taking oxycodone hydrochloride tablets with other opioid medicines, benzodiazepines, alcohol, or other central nervous =
*  Never give anyone else vour oxycodone hvdrochloride tablets. Thev could die from taking it. Store oxyveodone hyvdrochlo

Do not take oxvcodone hydrochloride tablets if you have:

*  severe asthma, trouble breathing, or other lung problems.

a bowel blockage or have narrowing of the stomach or intestines.
*  allergy to oxycodone.

Before taking oxycodone hydrochloride tablets, tell vour healthcare provider if vou have a history of:

</hc11& injury, seizures * liver, kidney, thyroid problems

breastfeeding. Oxvcodone hydrochloride tablets pass 1o bieast mMilk and may Narm your baby.
*  taking prescription or over-the-counter medicines, vitamins, or herbal supplements. Taking oxycodone hyvdrochloride tabl

‘When taking oxycodone hydrochloride tablets:

* Do not change vour dose. Take oxycodone hydrochloride tablets exactly as prescribed by vour healthcare provider. Use th
Take vour prescribed dose every 4 to 6 hours. Do not take more than vour prescribed dose. If vou miss a dose, take your 1
* Call vour healthcare provider if the dose vou are taking does not control your pain.

- Tf1rma hate hean taling Aavirendans hardracrhlaride tahlate reanlards: dan L




Coding as a Caption and List Item

<td =styleCode="Rrule Lrule Botrule " walign="top">

<paragraph>

<content styleCode="bold":>Before taking oxvcoodone hydrochloride tablets, tell your healthﬁEEE:éyuvider if you have a history q%}EZEBntE

< <list listType="unordered">

aption>3€¢</captionrhead injury, seizurD
<item>

<captionrd€¢<,/caption»problems urinating
<item:>

<caption>»d€¢</captionrabuse of street or prescription drugs, alcohol addiction, or mental health problems.</item>
<item>

<caption/>

<content =styleCode="bold">Tell your healthcare provider if you are:</content>
</item>

liver, kidney, thyroid problems</it

¢ pancreas or gallbladder problems</ite

<item3>
caption»a€¢<,/caption>

——

<content styleCode="bold"»pregnant or planning to become pregnant</content>. Prolonged use of oxycodone hydrochloride tableEE_EEEnu

<item>
<captionrd€e<,/caption>

<content styleCode="bold">breastfeeding</content>. Oxycodone hydrochloride tablets pass into breast milk and may harm your baby. </:

<item>

<caption>d€4<,/caption»taking prescription or over-the-counter medicines, wvitamins, or herbal supplements. Taking oxycodone hydrochle

<flist>
</td>




Use Specific SPL LOINC Section Codes Whenever
Available Instead of 42229-5 - “SPL UNCLASSIFIED
SECTION”

<section ID=""| ">

<id root=" o
<code code="42229-5" codeSystem="2.16.840.1.113883.6.1" displayName="S
NCLASSIFIED SECTION" />

<title/>

<text>
<table width="653px">
<col/>
<tbody>
<tr>

ode=" Botrule Toprule trut e ">

<content styleCode="bold">Medication Guide<br/>Oxycodone
Hydrochloride Tablets USP, Cli<br/>(ox" i koe' done hye" droe klor' ide)<br/>

</content>
</td>

</section >



Section Heading LOINC Codes

https://www.fda.gov/Forindustry/DataStandards/StructuredProductLabeling/ucm162057.htm

42231-1 SPL MEDGUIDE SECTION (MEDICATION GUIDE)

34069-5 HOW SUPPLIED SECTION

34076-0 INFORMATION FOR PATIENTS SECTION

59845-8 INSTRUCTIONS FOR USE SECTION

42229-5 SPL UNCLASSIFIED SECTION

42230-3 SPL PATIENT PACKAGE INSERT SECTION

34067-9 INDICATIONS & USAGE SECTION

34068-7 DOSAGE & ADMINISTRATION SECTION
—34073-7 DRUG INTERACTIONS SECTION —
—374082-8 GERIATRIC USE SECTION —




Drug Interactions Listed Under Precautions

PRECAUTIONS

General

The possibility of suicide is inherent in any severely depressed patient and persists until a significant
remission occurs, When a patient with a serious suicidal potential is not hospitalized, the prescription
should be for the smallest amount feasible.

In schizophrenic patients activation of the psychosis may occur and require reduction of dosage or the
addition of 8 major tranquilizer to the therapeutic regimen.

Manic or hypomanic episodes may occur in some patients, in particular thase with cyclic-type
disorders. In some cases therapy with must be discontinued until the episode is relieved,
after which therapy may be reinstituted at lower dosages if still required.

Concurrent administration of .and electroshock therapy may increase the hazards of
therapy. Such treatment should be limited to those patients for whom it is essential. When possible,
discontinue the drug for several days prior to elective surgery.

should be used with caution in patients with impaired liver function.

Chronic animal studies showed occasional occurrence of hepatic congestion, fatty infiltration, or
increased serum liver enzymes at the highest dose of 60 mg/kg/day.

Eoth elevation and lowering of blood sugar have been reported with tricyclic antidepressants.

(non-PLR format)



Uncoded Drug Interactions subsection
under Precautions

Drug Interactions
Cimetidine

There

adjustment of dosage may be required if cimetidine therapy is initiated; upward
adjustment if cimetidine therapy is discontinued.

=naence that cimetidine inhibits the elimination of tricyclic antidepressants. Downward

Alcohol

Patients should be warned that the concomitant use of alcoholic beverages may be associated with
exaggerated effects.

Catecholamines/Anticholinergics

It has been reported that tricyclic antidepressants can potentiate the effects of catecholamines.
Similarly, atropine-like effects may be more pronounced in patients receiving anticholinergic therapy.
Therefore, particular care should be exercised when it is necessary to administer tricyclic
antidepressants with sympathomimetic amines, local decongestants, local anesthetics containing
epinephring, atropine or drugs with an anticholinergic effect. In resistant cases of depression in adults,
a dose of 1.5 mg/kg/day may have to be exceeded. If a higher dose is needed, ECG monitoring should
be maintained during the initiation of therapy and at appropriate intervals during stabilization of dose.

Drugs Metabolized by P450 206

(non-PLR format)



Drug Interactions Coded as 42229-5 - “SPL
Unclassified Section”

<component
<gection ID=" -3

<code code="42229-5" codeSystem="2.16.840.1.113883.6.1" displayName="SPL UNCLASSIFIED SE®

<title Iuﬁg Interactionsidjsi-ai=es
<LEeRC" =
<paragraph>
<content styleCode="italics">Cimetidine</content>
</paragraph>
<paragraph>There is evidence that cimetidine inhibits the elimination of tricyclic antidepress:
<paragraph>
<content styleCode="italics">Llcohol</contents>
</paragraph>
<paragraph>Patients should be warned that the concomitant use of alcoholic beverages may be as:s
<paragraph>
<content styleCode="italics">Catecholamines/Anticholinergics</content>
</paragraph>
<paragraph>It has been reported that tricyclic antidepressants can potentiate the effects of c:
<paragraph>
<content styleCode="italics">Drugs Metabolized by P450 2Dé</content>
</paragraph>

<paragraph>The biochemical activity of the drug metabolizing isozyme cytochrome P450 2D6 (debri
<paragraph>In addition, certain drugs inhibit the activity of the isozyme and make normal metal
<paragraph>Concomitant use of tricyclic antidepressants with drugs that can inhibit cytochrome
<paragraph>
<content styleCode="italics">Monoamine Oxidase Inhibitors (MLOI=)</content>

</paragraph>
<paragraph> (S5ee <content stylelode="bold":>

<linkHtml href='

'>CONTRAINDICATICONS«<,/linkHtml>

(non-PLR format)



Geriatric Use Coded as 34082-8 -
“Geriatric Use Section” (same SPL)

Geriatric Use

Clinical studies of /ere not adequate to determine whether

subjects aged 65 and oy respond differently from younger subjects.

The pharmacokinetics of were not substantially altered in the elderly (see CLINICAL
PHARMACOLOGY).

Is known to be substantially excreted by the kidney. Clinical circumstances, some of which

mau ha mara commnn n the aldarle cnch 22 hanatie o ranzl imnzirmmont chonld ha crancidarad

(non-PLR format)



Geriatric Use Coded as 34082-8 -
“Geriatric Use Section” (same SPL)

<Ccomponent>

<section ID=" ra
.< ol —3
<code code="34082-8" codeSystemn="2.16.840.1.113883.6.1" displayName="GERIATRIC USE SECTION"/>
i >GFeriatric Use</title>

<Lext>
<paragraph>Clinical studies of vere not adequate to determine whether subjects aged &5
<paragraph>The pharmacokinetics of Jsere not substantially altered in the elderly (=See <content stylelCode="}
<linkHtml href=" ">CLINICAT. PHARMACOLOGY</linkHtml:>
</contentr) .</paragraph>
<paragraph> known to be substantially excreted by the kidney. Clinical circumstances, some of which may be

<linkHtml href=" _ ">PRECAUTIONS</linkHtml>» - <linkHtml
< /ocontent>) .</paragraph>
<paragraph>Greater sensitivity (e.g., confusional states, sedation) of some older individuals cannot be ruled out (see<:

<linkHtml href=" ">ADVERSE REACTIONS</linkHtml:>
</content>) . In general, dose selection for an elderly patient should be cautious, usually starting at a lower dose
<linkHtml href=" _ ">DOSAGE AWND ADMINISTRATION</linkHtml>
</content>) .</paragraph>
</text>
<effectiveTime value="20150209"/>
</zection>
</component>

(non-PLR format)




Drug Interactions Coded as 34073-7 —
“Drug Interactions Section” (different SPL)

7 DRUG INTERACTIONS

Central Nervous System D

The concomitant use of fentanyl transdermal system with other CNS depressants, including sedatives,
hypnotics, tranquilizers, general anesthetics, phenothiazines, other opioids, and alcohol, can increase
the risk of respiratory depression, profound sedation, coma and death. Monitor patients receiving CNS
depressants and fentanyl transdermal system for signs of respiratory depression, sedation and
hypotension.

When combined therapy with any of the above medications is considered, the dose of one or both
agents should be reduced [see Dosage and Administration (2.2) and Warnings and Precautions (5.5)].

7.2 Drugs Affecting Cytochrome P450 3A4 Isoenzymes
Inhibitors of CYP3A4

Because the CYP3A4 isoenzyme plays a major role in the metabolism of fentanyl, drugs that inhibit
CYP3A4 activity may cause decreased clearance of fentanyl which could lead to an increase in fentanyl

(PLR format)



Drug Interactions Coded as 34073-7 —
“Drug Interactions Section” (different SPL)

i s e
<component>
<gection ID= "
roots
<code cndk="340?3—?" codeSysten="2.16.840.1.113883.6.1" di?FIayName="DRUG INTERACTIONS SECTION"/>
<title>7 DRUG INTERACTIONS</title>
tiveTime wvalue="20170914"/>
<eXcerpt>
<highlight>
<Lext:
<list listType="unordered" styleCode="Disk">
<item>
<paragraph>Mixed agonist/antagonist and partial agonist opioid analgesics: Avoid use with fentanyl txre
</item>
<item>
<paragraph>Moncamine oxidase inhibitors (MAaCIs): Avoid fentanyl transdermal system in patients taking
</item>
</list>
</text>
</highlight>
</excerpt>

Eladatin atalaloh sl ule s

(PLR format)




Kit Products with Incomplete SPLs

LABEL diclofenac sodium, capsaicin
wsess By sune O @
VIEW PACKAGE PHOTOS NDC Code
Packager:

Category: HUMAN PRESCRIPTION DRUG LABEL
DEA Schedule: None
Marketing Status: Abbreviated New Drug Application

EE | 0RUG LABEL INFORMATION Updted August 3, 2016

Report Adverse Events If you are a consumer or pgiia

LABEL INFO: PDF | XML OFFICIAL LABEL (PRINTER FRIENDLY) [53

Presence in Breast Milk

EW ALL SECTIONS

. PATIENT PACKAGE INSERT

RELATED RESOURCES
] DICLOFENAC SODIUM- diclofenac sodium solution
_ MedlinePlus ( HIGHLIGHTS OF PRESCRIBING INFORMATION - These highlights do not include all the informatio\...
e SO B €3 STORAGE AND HANDLING
+ PubMed

Keep away from heat and flame. Store at 20C to 25C (68 to 77F). (See USP - Controlled Room
Temperature)

€2 WARNINGS

Keep this and all medication out of reach of children.

Biochemical Data Summa

MORE INFO FOR THIS DRUG

View Label Archives

Get Label RSS Feed

(non-PLR format)




Reuse of ANDA Packaged with Another
Product

 qut of reach of chitdren,

(non-PLR format)



Reuse of ANDA Packaged with Another
Product

Drugs@FDA https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm

CSV | Excel Print

Drug Name Active Ingredients 4| Strength 4| Dosage Form/Route 4% | Marketing Status 4| TECode

b,

DICLOFENAC SODIUM DICLOFENAC SODIUM 1.5% SOLUTION; TOPICAL Prescription AT

Showing 1 to 1 of 1 entries

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

DICLOFENAC SODIUM

SOLUTION; TOPICAL; 1.5%
TE Code = AT

CSV | Excel Pnnt

Drug Name Active Ingredients §| Strength ¥ | Dosage Form/Route #| Marketing Status % RLD Application
DICLOFENAC SODIUM  DICLOFENAC SODIUM 15% SOLUTION:TOPICAL Prescription No AT
DICLOFENAC SODIUM  DICLOFENAC SODILM 1.5% SOLUTION; TOPICAL Prescription No AT
& DICLOFENAC SODIUM  DICLOFENAC SODIUM 1.5% SOLUTION;TOPICAL Prescription No AT —

DICLOFENAC SODIUM DICLOFENAC SODIUM 1.5% SOLUTION;TOPICAL Prescription




Virtually Empty SPLs

appyfved by FOA, o furthes iformati

lon about unapproved drogs, Clich here,

JRUG LABEL INFDRMATION Updated Apil 9, 2014

DORMLOAD DIUG (AREL M50 % | D OFFRCIAL UL (e sy ()
‘;\I&{ALXI.&M
& LABEL

fentaNYL Citrate 10 mcg/mL

in 0.9% Sodium Chloride 60 mL* Bag
10 mcg/mL Total Dose: (0.6 mg/60 mL)

BUD: Lot: »xxxxx Rx Only
Store at Room Temperature, Eq. to Base.
Preservative Free. Protect from Light.
Single-Dose Bag. For Slow IV or Epidural Use.

“Prefilled

s @
with 60 mL
Total Volume

1

FENTANYL CITRATE
Sentanyl citrate injection, solution

PROOUCY S CORMATION

e

(non-PLR format)



Question #1: Which additional LOINC Names
(and Codes) for PLR format subsections should
be added? (can select one or more)

1) Hepatic Impairment subsection

2) Renal Impairment subsection

3) Postmarketing Experience subsection
4) Immunogenicity subsection

5) Clinical Trials Experience subsection
6) All

7) None




LOINC Codes for Sections/Subsections that are
Common to PLR and non-PLR Format

Would it be helpful to distinguish between PLR sections/subsections from non-
PLR subsections/sections (e.g., PLR DRUG INTERACTIONS section vs. non-PLR
Drug Interactions subsection in PRECAUTIONS section)?

Part of Labeling LONIC Code
BOXED WARNING SECTION 34066-1
DESCRIPTION SECTION 34089-3
CLINICAL PHARMACOLOGY SECTION 34090-1
INDICATIONS & USAGE SECTION 34067-9
CONTRAINDICATIONS SECTION 34070-3
DRUG INTERACTIONS SECTION 34073-7

CARCINOGENESIS & MUTAGENESIS &

IMPAIRMENT OF FERTILITY SECTION 34083-6
PREGNANCY SECTION 42228-7
LABOR & DELIVERY SECTION 34079-4
NURSING MOTHERS SECTION 34080-2
PEDIATRIC USE SECTION 34081-0
GERIATRIC USE SECTION 34082-8
ADVERSE REACTIONS SECTION 34084-4
DRUG ABUSE AND DEPENDENCE SECTION | 42227-9
OVERDOSAGE SECTION 34088-5

DOSAGE & ADMINISTRATION SECTION 34068-7




Question #2: Would it be helpful for the LOINC
Names to state whether or not the
section/subsection is in PLR and/or non-PLR format?
For example:
“PLR format/Non-PLR format: Drug Interactions”
“Non-PLR format: How Supplied section”
“PLR format: Warnings and Precautions section”

1) Yes
2) No




Objectives

e Learn about Medication Guides sourced from FDA
Structured Product Labeling (SPL)

e Discuss issues regarding incorrect SPL Section LOINC
codification or missing Medication Guides

* Review issues with bulleted lists and formatting of
content

 Review feedback to the FDA

e Discuss the benefits of SPL and the importance of
careful coding and content review




Feedback to FDA and Progress

* Reporting SPL issues to the FDA since 2010

* Over 600 Medication Guides have been updated or
corrected as manufacturers update content

* Over the past year we have been reporting SPL
issues bimonthly to the FDA

* Progress has been made, but continue to find issues
with data integrity and incorrect coding

— Most often Repackagers and Relabelers




Feedback Process to FDA

Medication Guide
coding/content
issue discovered

Medication Guide
files generated and
distributed to
vendors

Collated Report
sent to FDA each
month

Download updated
SPL content from
DailyMed

FDA contacts
manufacturer

Manufacturer
corrects SPL
Medication Guide
coding/content

Updated SPL is
submitted to
DailyMed




Good News! Delisting of Outdated SPLs

New! 21 CFR 207 published August 2016 and implemented November 2016.

21 CFR 207.57 (b)(2) For each listed drug, certify that no changes subject to reporting
under paragraph (b)(1)(iv) of this section have occurred if no such changes have
occurred since the last review and update. If a drug is discontinued and FDA has

received the information required under paragraph (b)(1)(ii) of this section, no further

certifications are necessary for the discontinued drug. After initial electronic listing,
registrants may satisfy the listing update requirement with respect to unchanged
listing information by making a single “no changes” certification during the annual
registration update under §207.29(b) applicable to all of the registrant's listed drugs
for which no changes have been made since the previous annual registration update.

Beginning in 2017, there is now an annual requirement to update listing or certify
that no changes have occurred.

This could help with valid SPL data.




Objectives

e Learn about Medication Guides sourced from FDA
Structured Product Labeling (SPL)

e Discuss issues regarding incorrect SPL Section LOINC
codification or missing Medication Guides

* Review issues with bulleted lists and formatting of
content

e Review feedback to the FDA

* Discuss the benefits of SPL and the importance of
careful coding and content review




Benefits of Carefully Codified SPL Sections

e Correctly codified SPLs:
— Increases SPL reliability
— Increases confidence in SPL
— Drives more users to adopt SPL

— Provides more feedback (crowd review) and usage
of SPL with regard to clinical content

— Allows for richer data mining and dissemination of
clinical information




Benefits of Carefully Codified SPL Sections

* REMS SPL will be a driving force for future SPL
usage

* Goal of all clinically important content to safely
prescribe, dispense, and administer a
medication in one easily discoverable location
— SPL MedWatch

* Recalls

* Alerts

* Drug Shortage Information
— SPL Warning Letters

— SPL Indexing of Content




Summary

* Missing or incorrect coding is mainly an issue with
Repackagers and Relabelers

* Codification of SPL is JUST as important as the content of
labeling

* In some instances, codification is more useful than the PDF
of labeling for data mining purposes

* Review all SPL content as carefully as PDFs and documents
available at Drugs@FDA




Summary

Ensure all sections are coded as specifically as allowed by the SPL
Guidance documents

— Refer to SPL Section Headings (LOINC)
—  https://www.fda.gov/Forindustry/DataStandards/StructuredProductLabeling/ucm162057.htm

Ensure a clinician is reviewing the SPL for errors

Ensure a technical person who understands SPL and eXtensible
Markup Language (XML) reviews

Review your SPLs at DailyMed: https://dailymed.nlm.nih.gov

Update, Update, Update

— No less frequently that submission to the Drugs@FDA website and corpor
website



https://dailymed.nlm.nih.gov/

Thank you!
Questions?




