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HLGT Medication errors



Medication €rrors
US Food and Drug Administration (FDA)

« US FDA receives medication error reports on marketed human drugt Ciqcludiqg prescription
drue:. geqeric drugr. and over-the-counter drue:) and nonvaccine iologicol products and
devices

* Currently, medication errors are reported to the FDA as

- MonuPacturer reports Cadverse events re:ulbiqe in serious injury and For which a
medication error may be a component)
- Direct contact reports (MedWatch)
- Reports From the United States Pharmacopeia (USP) and the Institute For Safe
Medication Practices CISMP)
* The Division of Medication €rrors and Technical Support (DMETS)

- Reviews medication error reports sent to the USP Medication €rrors Reporti
Progmrq and MedWatch to evaluate causality, and analyze the data to provide
Feedback o others at FDAR

* Internet reference


http://www.fda.gov/drugs/drugsafety/medicationerrors/default.htm

o o N
Medication €rrors
European Commission

e €U Phormocovigiloqce SJystem, Legol Fromework

Qegulobioq (€C) No 726/200M and Directive 200I/83/€C
Guidance documents that include guidcliqc:. deFinitions, sEandards and information,
rcgordiqg the precise execution of phormocovigiloqce-rclobed procedures
* Volume 9Q of The Rules Goverqiqg Medicinal Products in the €uropean Union -
Pnorn\ocovigiloqce
« ICH (€2 series)

* Llatest developments (January 20I1) - New Iegi.rlobioq will become applicable in July 2012

Rllows patients to report adverse drug reactions directly to the competent
authorities

erorbiqg of adverse reactions will be broadened to cover, For example, medication
errors and overdose

InGernet reference


http://ec.europa.eu/health/human-use/pharmacovigilance/index_en.htm

Medication €rror Termys in MedDRA
Background

e MedDRA v8.0 - a figtiicaqb number of specific medication error Germs were
added

 HLGT = Medication errors
JOC = Injury, poi.roqiqg and procedural complications

* MedDRA vi¥I hars 5l PTs/166 WLTs in Ehisr HLGT
* Medication errors are addressed in MedDRA Term Selection: Points to Consider

* Medication error term concept descriptions are incorporated in Appendix B of
the MedDRA viM.l Introductory Guide



DePfinition
Introductory Guide MedDRA Version 14.1

Medication errors are defined as any preventable event
that may cause or lead o inappropriate medication
use or patient harm while the medication is in control
of the health care professional, patient or consumer.
Juch events may Le related Bo professional practice,

health care products, procedures and systemys, iqcludiqg
pre:cribiqg. order communication, product Iobeliqe.
poc&ogiqe and nomenciature, con\pouqdiqg. di.rpeqnqe.
distribution, administration, education, n'loqiboriqg and
use.



HLT

Moladministrations
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PT

PT

PT
PT
PT
PT
PT

Coungerfeit drue administered

Drue administered at inappropriate
sice

Drus administered iq_wrot@ devices

Drue administered o patient of
inappropriate age

Drus administration error
Drua dose omjssion
€xpired drua administered

Inappropriate schedule of drue
administration
Incorrect dose administered

Incorrect dose administered by
devices

Incorrect drue administration
duration,

Incorrect drue administration rate

Incorrect dﬂ? doroac Form_
administere

Incorrect route of dru
administration,

InGercepted drug administration
error

Poor quality dfue administered
Radiation underdose
Underdose

I.Uroqe drue administered

lllroqe Gechnique in, drug usage
process

HLT
Medication errors
due bo accidental

exposures

HLT
Medication
nloqicorine errors

HLT

Overdoses

PT Accidental drug incake by child

PT Rccidental exposure

PT €xposure durine breast Feedirlen
PT €xposure via blood

PT €xposure via direct contact

PT €xposure via partner

PT €xposure via semen

PT €xposure via vogiqol Pluid

PT Radiation exposure

PT Documented
hypersensitivicy to
administered drug

PT Labelled drue-direme
interaction medication error

PT Llabelled drug-dru
interaction medication error

PT Labelled drug-food
interaction medication error

[
i

* Secondary SOC = General disorders and administration site conditions
**  Secondary SOC = Pregnancy, puerperium and perinatal conditions
***  Secondary SOC = Psychiatric disorders

PT Rccidental overdose

PT InGentional
overdosesss

PT Multiple drus
overdose

PT Multiple drus
overdose accidental

PT Multiple drus
overdose
incentionQlws»

PT Radiation overdose
PT Overdose

MedDRA viy.

Jeptember, 20II




MedDRA Term Selection: Points To Consider
Based on MedDRA Version 14.1

3.I5 - Medication/Administration €rrors and Accidental €Exposures
Reports of medication errors may or may not include information about
clinical consequences.
3.15.1 - Medication error reported with clinical consequences

IF o medication error is reported with clinical consequenceys, select
Germs Por both the medication error and the dlinical consequences.

3.15.2 - Medication error reported without dlinical consequences
Medication errors without clinical consequences are not AR/AEs.

However, it isr important to record the occurrence or potential
occurrence of a medication error. Select a term that is closest Go

the description of the medication error reported.



MedDRA Term Selection: Points To Consider
Based on MedDRA Version 14.1

3.5.5 Do not infer a medication error

Do not infer that a medication error has occurred unless specific
information is provided. This includes iqurrine that extra doriqg.
overdose, or underdose has occurred.

Eaomple: VT = Antibiotic war prescribed For a week, ond the patient
sbopped Ereabment oFter 2 dayr becaure oFf bitter taste

WLT: Prescribed do:iqg duration not completed
PT: Incorrect drue adminisGration duration
and
LLT: Taste bitter
PT: Dg:gewio



HLT Moladministrations

RIGHT DRUG + RIGHT PRTIENT RIGHT RPOUTE

PT Coungerfeit drug administered PT Drug administered at inappropriate site
PT Drug administered to patient of inappropriate PT Incorrect route of drug administration,
age
e PT Drug administered in wrong devices

PT €xpired drug administered
PT Incorrect drug domgc Form administered

PT Poor qualiby drug administered RIGHT 7Imé€
e

PT Inappropriate schedule of drug administration

RIGHT DOs€

PT Incorrect drue administration duration

PT Incorrect drug administration rate

PT Drue dose omission

PT Incorrect dose administered
PT Incorrect dose administered by devices

PT Underdose PT Drue administration error
PT Radiation underdose PT Intercepted drug administration error

PT UJrone Gechnique in drue usage process

* Secondary SOC = General disorders and administration site conditions
HLGT = Device Issues



HLT Overdoses

*** Secondary SOC = Psychiatric disorders



HLT Medication, mo@boriqe errors

MedDRA Term Selection: Pointr to Consider (Bared on MedPRA viy.LD
3.5 Medication errors in Ehe context of labeled interactions

If Bhe label describes known efPRects when the product is co-administered with
specific drug:. with specific Foods, or Bo patients with specific disease statey,
then select a medication error erm For Bhe bype of interaction, such as those
lisGed below:

PT Documented hypersensitivicy to administered drug
PT Labelled drug-di:eo.re interaction medication error
PT Labelled drug-drug interaction medication error

PT Labelled drug-Food interaction medication error




HLT Medication errors due to accidental

exposures

PT
PT
PT
PT
PT
PT
PT
PT
PT

Rccidental drug intake Ly child
Rccidental exposure

€xposure duriqg breast Peediqen
€xposure via blood

€xposure via direct contact
€xposure via partner

€xposure via semen

€xposure via voeiqol Fluid

Radiation exposure

** Secondary SOC = Pregnancy, puerperium and perinatal conditions



HLT Medication errors NEC

PRESCRIBING

PDISPENSING

* Secondary SOC = General disorders and administration site conditions
HLGT = Product quality issues




HLT Medication errors NEC

This is Bhe only insbance where "vaccination” related to a medication error is Found
at the PT level. AQll otbher insEances are LT s:

€xpired vaccine vsed Poor quality vaccine administered

Inadvertent exposure to vaccine Vaccine administered at inappropriate site
Inoppropriate age ab vaccine administration Vaccine exposure via breast milk
Inappropriate dose of vaccine administered Vaccine underdose

Inoppropriate Formulation of vaccine administered Viral vaccine antibody exposure via breast milk
Inoppropriate route of vaccination Viral vaccine exposure via breast milk

Inappropriate schedule of vaccine administered LUroqg vaccine administered



HLGT Product quality issues



Product Qualiby Issues
Good Manufacturing Practices (GMPs)

GMPs Por Active Pharmaceutical Ingredients puLlished in 1999 by the International
Conference on Harmonization CICH) are reaulobion_f that describe the methods, equipment,
Pacilities, and controls required For producm% pharmaceuticals iqcludin% active
pharmaceutical iqgredicqbr. diogqo.rbic:. Foods, pharmaceutical products and medical

devices

Mony countries have Iceirlobed that pharmaceutical and medical device companies must
Pollow GMP procedures

- The UJ. pharmaceutical product reeulobioq.r are called “current” Good IT]_ounocburirQ
regulobioq: or “cGMPs*, bo emphasize that the expectations are dynamic

Humoan pharmaceutical products and veterinary products (21 CRF 210411
Biologicollg derived products (21 CFR 600 and 21 CFR 620)

Medical devices (21 CFR 820)

Processed Food (21 CFR I00)

InGernet reference:

- The €uropean Union Good ManuPacturing Practices (EU GMP) Guide isr the document
that provides details :upporbiqg the principles of the GMPs in the €U


http://www.cgmp.com/index.htm

Product Qualiby Issues
US FDA

e GMP regulobioq: are enforced by the US FDR
- FDRinspects pharmaceutical mounocburiqg Pacilities worldwide

- FDR also relies upon reports of potentially defective drug products From the public
and the industry

. Drug Quality Qcporbiqg Jystem (DQRJS) - encourages health care professionals to
voluntarily report observed or suspected defects or quality problems with marketed drug
products

- Rlsro receives reports bnrough MedWatch,

* The Division of Compliance Risk ﬂ'[oqogerqeqb and Jurveillance
- €valuates and prioritizes drua quality reports in order to identify and Follow-up on
figquicoqb health hozards
- Drug quality reports are also used bo identify industry Erends associatbed with
pharmaceutical mnunoccuriqg. pochoeiqg. and Inbeliqg
- Reviews and idengifies potengial bioequivalence problems with geqcric medications



Product Qualiby Issues
US FDA

* Required Po:bﬂlorl-gebiqg Reports
- 21 CFR 3M.81 CDCD

* Rny incident that causes the drug product or its labeli
applied to, another article Cadulterated or misbranded

- 21 CFR 31M.81 CDCiDd
* Bacterial contamination
e J igtiicoqb chemical, phyrical or other chpnee
* Product deterioration
* Out-of-specification

- InGernet reference:

to be misrtaken For, or


http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=314.81

o N
Product Quality Issues
European Commission Requirements

e €udralex - The Rules Goverqiqg Medicinal Products in Ehe €uropean Union

- Volume Y €U Guidelines to Good I'T]_ounocburing Practice Medicinal Products For Human
and Veterinary Use

* Part | Chapter | Quality ﬂloqogcmeqb
Requirement to perform Product Pualiby Review

QY Cviii) Should include a review of all quality-related returns, complaints and
recalls and the iqve:bigobioq: perfFormed at the time

e Part | Chapter 8 Complaints and Product Recall
Complaints (8.3) Any complaint srhould be recorded and bhoroughjg iqve:l:ieobed
Complaints (8.7) Special attention should be giveq Go possible couqberFeibiqg

- Internet reference:


http://ec.europa.eu/health/documents/eudralex/vol-4/index_en.htm

Product Qualiby Issues
Background

* MedDRA vl2.0 - Product quality terms were added
 HLGT = Product quality issues

JOC = General disrorders and administration sice conditions
e MedDRA vi4.l has 63 PTs/I189 WTs in bhis HLGT

* Product qualiby issues are addressed in MedDRA Term Selection: Points to
Consider 3.27

* Product qualiby Eerm concept descriptions are incorporated in Appendix B of the
MedDRA viM.l Introductory Guide

- The word "issue"” For the purpose of MedDRA ir used as a geqerol term,
which does not necessarily point to a Failure or defect when paired with a
product or device



MedDRA Term Selection: Points To Consider
Based on MedDRA Version 14.1

3.27.3 - Product qualiby issue vs. medication error

I6 is important to di:bineui:h_ between a product quality isrsue and a medication error.

Product qualiby issues are defined as abnormalities that may be introduced durine the

ﬂlounocburm%{Iobell . Packa |q2 :I'upplqg Iloqdllqg or sGorage of the products. They
may occur with or without cllqlcol consequences.

Medication errors are defined as any preventable event that may cause or lead to
inappropriate medication use or patient harm while the medication is in control of the
health care professional, patient or consumer.

Reported Term LT Selected Comment
Pharmacist di:peq.rir@ Drug ] UJroqg label placed on, Medication error
inadvertently atbached a medication duriqe di:peq:iqg

product label For Drug B

The drug sGore clerk noted Product label on wrong product | Product qualiby issue
that the wrong product label
was attached to rome bottles

in o srhipment of mouthwash,




HLT
Product

contamination and

steriliby issues

HLT

Product label
issues

HLT

Product phyrical
isrsues

HLT

Product quality
irsues NEC

PT
PT
PT

(4]

PT

4]

4]
4]

Product clcnrline inadequate
Product conbamination,
Product contamination
chemical

Product contamination
microbial

Product contamination
phyrical

Product contamination with,
body Pluid

Product sterilicy Iodgir@

Transmission of an
inPectious agent via a
medicinal product

PT
PT
PT
PT

PT

PT
PT
PT
PT

PT

Drue label confursions+
Phyrical product label issue
Product barcode issue

Product expiration date
issue

Product idengification
number issue

Product label confusion
Product label counterfeitc
Product label issue

Product label on wrong
product

Product lot number issue

MedDRA viY.l

*  Primary SOC = Infections and infestations
** Primary SOC = Injury, poisoning and procedural complications

PT Capsule phyrsical issue

PT Lliquid product physical
issue

PT Product coobiqe issue
PT Product colour issue
PT Product deposit

PT Product domee PForm
issue

PT Product Friable

PT Product acl PFormation
PT Product odour abnormal
PT Product physical issue

PT Product reconstibution
issue

PT Product shape issue
PT Product size issue

PT Product solubilicy
abnormal

PT Product taste abnormal
PT Tablet phyrsical issue

PT Drue name confusions+

PT Incorrect product
storage

PT Incorrect storage of
druen

PT Medication residue

PT Out of specification
Gest resuls

PT Product con'u:ouqdine
qualiby issue

PT Product counterfeit

PT Product distribution
issue

PT Product domee Porm
confusions

PT Product Formulation
issue

PT Product measured
potenay issue

PT Product name confusion
PT Product otisiq_ unknown
PT Product quality issue

PT Product substitution
issue

PT Product bomperiqe




HLT Product conbamination and sterility issues

PT Product cleoqiqg inadequate

PT Product conbamination

PT Product contamination chemical
PT Product contamination microbial
PT Product contamination phyrsical

PT Product contamination with body
Flvid

PT Product sterility Ioclsjqe

PT Transmission of an infectious ageng
via a medicinal products

* Primary SOC = Infections and infestations



HLT Product label issues

PT Phyrical product label issue
PT Product barcode issue
PT Product expiration date issue

PT Product identification number
irsue

PT Product label counterfeit

PT Product label issue

PT Product label on wrong product
PT Product lot number issue

PT Drug label confusionss
PT Product label confusion

** Primary SOC = Injury, poisoning and procedural complications



HLT Product pac&oeiqs isrsues




HLT Product phyrical issues

PT Caprule physical issue
WT Capsule phyrsical issue
WT Capsule extra shell
WT Capsule Fill abnormal
WT Capsule issue

WT Capsule open

WT Capsule separation

PT liquid product phyrical issue
WT Lliquid product phyrical issue
WT Lliquid product Flow abnormal
WT Product appearance cloudy

WT Product viscosiby variable

PT Tablet phyysical issue

ur
wr
wr
ur
ur
ur
wr

Tablet issue

Jcored tablet :plibbir@ isrsue
Tablet chipped

Tablet clumpiqg

Tablet cracked

Tablet dorqoged

Tablet phyrsical issues

PT Product phyrsical issue

WT Product phyrical issue




HLT Product phyrical issues

PT
PT
PT
PT
PT
PT
PT
PT
PT
PT
PT
PT

Product coobiqe issue
Product colour issue
Product deporit

Product domge Form issue
Product Friable

Product 8el Formation
Product odour abnormal
Product reconstitbution issue
Product shape issue
Product size issue

Product solubility abnormal
Product taste abnormal




HLT Product quality issues NEC

** Primary SOC = Injury, poisoning and procedural complications




Tem\iqologg - lssues vs. €rrors

Product Quality Irsues PT Product expiration date issue
WT Product expiration date illegible
WT Product expiration date incorrect
WT Product exnpiration date issue
WT Product expiration date rnjuiqg

Medication €rrors PT €xpired drue administered

WT €xpired drug administered
WT €xpired drug used

WT €xpired medical agent used
WT €xpired vaccine used



Tem\iqologg - lssues vs. €rrors

Product Quality Issues

Medication €rrors

PT Product label on wrong product
WT Product label on wrong product

] Drue di:pcq:iqg error
T l.Urone directions typed on label

T wroqg label placed on medication durine
di.rpeqfine



Tem\iqologg - lssues vs. €ccors

Product Quality lrsues

Medication €rrors

PT Capsule phyrsical issue
WT Copsule separation

PT l.l.lroqg Gechnique in drug usage process
WT Inappropriate removal of drug From capsule



Tem\iqologg - lssues vs. €rrors

Product Quality Irsues

Medication €rrors

PT Product reconstitution issue
WT Product reconstitution issue

PT l.Uroqg Gechnique in drug usage process
ur U.lroqg solution used in drue reconstibution



Tem\iqologg - lssues vs. €rrors

Product Quality lssues

Medication €rrors

PT TaLlet issue
WT JScored Gablet .rplil:ciqg irsue
WT Tablet chipped
WT TabLlet clumpiqg
WT TabLlet cracked
WT Tablet dom_oged

PT l.Uroqe Bechnique in drug usage process
WT Tablet crushed incorrectly
WT Tablet split incorrectly



Tem\iqologg - lssues vs. €rrors

Product Quality lrsues

Medication €rrors

PT Product label counterfeit
PT Product counterfeit
PT Product poclgogine counterfeit

PT Counterfeit drug administered
WT Counterfeit drug adminisGered



Terminology - Issues vs. €rrors or OCher
How would you code this term?

TRBLETS DO NOT WORH UK€ WRFERS

Wt
PT

HLT

HGT

JOC

Drug ePPect decreased
Drug ePPect decreased

Therapeutic and nontherapeutic
responses

Therapeutic and nontherapeutic
ePPects Cexd Goxicity)

General disrorders and administration
sice conditions

WT Product Formulation issue
PT Product Formulation issue
HLT  Product quality isrsues NEC
HLGT Product quality issues

JOC General disrorders and administration
sice conditions



Terminology - lssues vs. €ccors or OCher
How would you code this term?

GENERIC DOES NOT HAVE THE SAME EFFECT RS THE BRAND NAME

wr
PT

HLT

HGT

JOC

Drug effect decreased W Product substiution issue brand Go generic
Drug effect decreased PT Product substitution issue

Therapeutic and nontherapeutic HT  Product quality issues NEC

responses

HLGT Product quality issues

Therapeutic and nontherapeutic
efPects (excl Loxicity) JOC General dirorders and administration

sice conditions

General disrorders and administration

sice conditions
wr
PT
HLT

Generic substibution altered therapeutic response
Therapeutic response unexpected with drue substitution

Therapeutic and nontherapeutic responses

HLGT Therapeutic and nontherapeutic efFPects (exd Goxicity)

JOC

General disorders and administration site conditions



Terminology - Issues vs. €crors or Obher
How would you code this term?

THE PILL JHE TOOK WA I THE BONVA PACKAGE BUT BELIEVES IT WRS NOT
sonvR

wur Pharmaceutical product counterfeit T CounterPeit d""& administered
PT Product counterfeit PT CounterFfeit drug administered
HLT Product qualiby issues NEC HLT Moladministrations

HLGT Product quality issues HLCT Medication errors

JOC  General disorders and admijnistration ~ JOC Injury, poironing and procedural

sice conditions complications



Terminology - lssues vs. €crors or OCher

How would you code this term?

AL 18 UNITS WERE RDMINISTERED AT ONCE DUE TO FRULTY PEN

WT Incorrect dose administered by device
PT  Incorrect dose administered by device
HLT Moladministrations

HLGT Medication errors

JOC Injury, poi.roqine and procedural
complications

Jecondary SOC:
HLT Device malPunction events NEC
HLGT Device issues

JOC General disorders and administration,
sice conditions

ur Drug delivery system malfunction
PT  Device MalPunction

HLT Device malPunction events NEC
HLGT Device issues

JOC General disrorders and adminisGration,
sice conditions



Terminology - Issues vs. €crors or Obher
How would you code this term?

€D LUMP AT NJECTION SITE CCOULD BE PRTIENT INJECTION TECHIPUE)

WT  Injection site mass T l.Uroqg injection technique

PT  Injection site mass PT U.lroqe Gechnique in drug usage process

HLT Moladministrations

HLGT Medication errors

JOC Injury, poi.roqine and procedural
complications

HLT Injection site reactions
HLGT Administration site reactions

JOC General disrorders and administration,
sice conditions

Jecondary SJOC:

JOC Injury, poi:oqiqg and procedural
complications



Terminology - lssues vs. €crors or OCher
How would you code this term?

EMPTIED CONTENTS OF CRPJULE NTO C€RERL

Wt
PT
HLT
HGT
f{eTe

Inoppropriate removal of drug From_ capsule
l.Uroqg Bechnique in drue usage process
Moladministrations

Medication errors

Injury, poifonqu and procedural complications



Terminology - lssues vs. €crors or OCher

How would you code this term?

BROKE THE SKIN ON HANDS TRYNG TO GET COVER OFF

(k)
PT
HLT
HLGT
5OC

JKin laceration
Laceration
JKin injuries NEC
Injuries NEC

Injury, poifoq_iq% and procedural
complications

Jecondary SOC:

HLT

HGT
sOC

JKin injuries and mechanical
dermatoses

€pidermal and dermal conditions

JKin and subcubaneous tissue
disorders

(§) Product closure removal difficule
PT Product closure removal difficule
HLT Product pocl-loeiqg isrsues

HLGT Product quality issues

JOC  General disrorders and
adminisGration sice conditions



Terminology - lssues vs. €crors or OCher
How would you code this term?

GIVE AYASTIN DOSE VIR A PACUTAKEL GIVING SET BY MISTAKE

(§) Drug administered in wrong device

PT Drug administered in wrong device

HLT Moladministrations

HLGT Medication errors

JOC Injury, poi:oqiqg and procedural complications
Jecondary SOC:

HLT Device malPunction events NEC

HLGT Device issues
JOC General disorders and administration site issues



Terminology - lssues vs. €crors or OCher
How would you code this term?

FOUND O MEDICATION AT ALL I CAPSULE

ur Capsule Fill abnormal

PT Capsule phyrical issue

HLT Product phyrical issues

HGT Product quality issues

JOC General disorders and administration site conditions



Terminology - lssues vs. €crors or OCher
How would you code this term?

BROKEN GLASS IN VITAMIN Kl VIAL

ur Product contamination, glo::

PT Product contamination phyyrical

HLT Product contamination and steriliy issues
HIGT Product qualiby issues

JOC General disrorders and administration site conditions



Medication €rrors «< Product QPuality Issues
Summary

* There isr an expectation From health qubhoricie:/regulal:org ogeqcie: that
medication errors and product quality issues will be reported.

* Do you have a company serabegy For hpqdliqe these reports?

. Codiqg chpllque.r
- Do you have internal codiqe conventions based on need to detect .rigqol:
and trends?
* Did the patient receive the correct dose via the appropriate route at
the righp time (medication error)?
* Wars there a product qualiby issue?
e Wars there a device Failure?

* How often isr the analysis performed?
* How are trends and Piqdiqg.r communicated internally?
* How is it determined if any additional actions need o be taken?






We Innovate Healthcare



	Medication Errors vs. Product Quality Issues 	
	Slide Number 2
	Coding Challenges�
	Slide Number 4
	Medication Errors�US Food and Drug Administration (FDA)
	Medication Errors�European Commission
	Medication Error Terms in MedDRA�Background
	Definition	�Introductory Guide MedDRA Version 14.1
	Slide Number 9
	MedDRA Term Selection: Points To Consider	�Based on MedDRA Version 14.1
	MedDRA Term Selection: Points To Consider	�Based on MedDRA Version 14.1
	HLT Maladministrations	
	HLT Overdoses
	HLT Medication monitoring errors
	HLT Medication errors due to accidental exposures
	HLT Medication errors NEC
	HLT Medication errors NEC
	Slide Number 18
	Product Quality Issues�Good Manufacturing Practices (GMPs)
	Product Quality Issues�US FDA
	Product Quality Issues�US FDA
	Product Quality Issues�European Commission Requirements
	Product Quality Issues�Background
	MedDRA Term Selection: Points To Consider	�Based on MedDRA Version 14.1
	Slide Number 25
	HLT Product contamination and sterility issues
	HLT Product label issues
	HLT Product packaging issues
	HLT Product physical issues
	HLT Product physical issues
	HLT Product quality issues NEC
	Terminology – Issues vs. Errors
	Terminology – Issues vs. Errors
	Terminology – Issues vs. Errors
	Terminology – Issues vs. Errors
	Terminology – Issues vs. Errors
	Terminology – Issues vs. Errors
	Terminology – Issues vs. Errors or Other�How would you code this term?�
	Terminology – Issues vs. Errors or Other�How would you code this term?
	Terminology – Issues vs. Errors or Other�How would you code this term?�
	Terminology – Issues vs. Errors or Other�How would you code this term?�
	Terminology – Issues vs. Errors or Other�How would you code this term?�
	Terminology – Issues vs. Errors or Other�How would you code this term?�
	Terminology – Issues vs. Errors or Other�How would you code this term?�
	Terminology – Issues vs. Errors or Other�How would you code this term?�
	Terminology – Issues vs. Errors or Other�How would you code this term?�
	Terminology – Issues vs. Errors or Other�How would you code this term?�
	Medication Errors & Product Quality Issues�Summary
	Slide Number 49
	Slide Number 50

