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RXFMEA® Adaptations

M Procedures to characterize the
process of medication use

M Customized database to track
volume of data when analyzing
“wild state” care process

¥ CIOMS |11l compatible scoring

M Specify interventions incorporating
Human Factors and Adult Learning
Insights

¥ At least two (2) stakeholders to

address each failure (for back-up
redundancy)

¥ At least one (1) educational and
one (1) enabling intervention for
each stakeholder

Severity

Occurrence

Value

Diescription

Examples

aue | Description Exampies

Very rare Lessthan 1/10,000

Moderate

From 1/10,000 -
111,000
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RXFMEA Overview

Risk Minimization
o : Updated Risk
Outcomes monitoring /1D Metrics < ——==p .7

Assessment
Aggregate Unique Interventions Stakeholders,

content, & enabw

. : Process-driven interventions
Specify Interventions

= > ] stakeholder . I I I I I I I I I I I I I
® Education and enabler I I I I I I I I I I I | |

® Repurpose tools )
purp Process-driven
causes of failure

Medication process
Drug Risk
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Systematic Targeting

Process Step 2:

Sub Processes:
A. HCP reviews patient symptoms and response to prior treatments

HCP. Prescribes

[ Failure: Patient does not communicate complete medical history ]

Drug

en Gl o (9 N =

Potential causes of failure:

Patient lacks adequate vocabulary

Patient has cognitive impairment

Patient has poor memory

Patient is reluctant to disclose information
HCP does not probe adequately

There is Insufficient time during office visit

Interventions that may address
causes of failure for each

stakeholder:

1. Patient Stakeholder Education and Training
e Patient Brochure
e “How to Talk with Your Doctor”
e Patient History Questionnaire

2. HCP Stakeholder Education and Training
e Prescriber Brochure
e Dear HCP Letter

\- Dear Pharmacist Letter

Patient Selection Checklist

N

)

Causes determine content for
interventions

\&

n

Content must be written at an elementary level

Content must include a glossary of terms and
talking points for patients to use with HCPs

Stress importance to patients of disclosing all
medical information to HCPs

Reinforce need for HCPs to obtain complete
patient history

List important questions HCPs need to ask
patients

14
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Sample Intervention Distribution

# Failure modes addressed
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Case Example: Poster at the American Academy of Pain
Medicine’s 27t Annual Meeting, National Harbor, MD

A Science-Based Approach to Responsible Risk Management for a Novel Long-Acting Opioid Analgesic

Kevin Holman,' Sherice Mills," Arthur Morelli,’ Jennie Wang,' Marc Deluca,? Blaise Hollot, PE ? Regina Ruben, PhD,? Gary Slatko, MD, MBA?
'Patient and Product Safety, Covidien, Hazelwood, MO; *ParagonRx, Wilmington, DE

METHODS

RESULTS

INTRODUCTION

IN'I'IID[IUCTIGH

FMEA 5 3 proaciive, oence-based 16K 3662EEMent mehoooogy Leed

msmmmmwmmm
INCAXING OVErtoEe, aDUSE, MISUSE, mmmm
‘Dmmmmmm
* Malinckrodi Inc., 3 Cowilen campany based In Hazetwood, MO,
1o market

extended release tabiets CiL Indicated far ance-daly adminisiaion in

an extended period of time:
" To hep encure proper pescrting o Mgt paent sty s ne

mehnmmmnmmn}tm
hep ensure safes use
ana Migaton

= Thi5 presantanon NUEITItEs NoW 3 RISE Evalation
mﬁmmwwmmmwm
(FOA)
REWS goais fo protect palient safety

BACKGROUND

EXALGO o boin use.

cesne potental

prochuct use and specily Interventions fo address (ose fallures.

ot the oueral
sk Inaway
mmmmmmmmmm

mage o

. mmmm pmmpcwm
 genunely usefu ocls
0 reduee gk

reproducible method of analysts, 35 deicied In Figure 1. The leam was.
about In§ haitday
metings.

E 3 1€, By 8 POUTS
. This

‘etay In onset o actan aer
mammum
orest of 3cson of EXALGO
" anslesia o ErSSKIN LGP paln rct 1t crse of acson o EXALGO
The FOA speciied mat t2 Spproval f EXALGO would r2gure an Tnem
REMS” Wi e miourg
bl i ks of avenose, abuse, misuse, and
i, mn-;
memmmmmum
mqmlemm.eu
~ Overdoee winuse mmm:nmms

[proper p aof

owerdose. abuse. misuse, and addiction
- Incuding risk

and proper use and handling. i help rechca the rists of overdose.
a0uee, Msuse, ana odcan

. prescribers and patents aboul safe use, handing, siorage,
an lsposal of EXALGO

aNagess SRRy out of FEash O ChKIFen and NCUSENTID CQUANENGES

oine

) o EXALGO- prCcess. Once
eined, e MUP served 25 amap of e pallent care process.

ihe RXFMEA

" Bt LR processes and e processes [Figure2)

- DEfine Ways Mese EUC-DrOses5e5 00Ukl Tal (FaILIE MOTEs)

= 0ENATy LNCEMYING DENHICNS (CaUEES O fallurs) Mat ¢3n cause 3
‘sub-process o fallfor each MUF sub-procese

Define.

Figure 2. EXALGO medication use process (WUP)
2 3 4

selected 10 Mitigate negative Denavior and conslsted of eoucational
‘Metric:

Profec trefs were creaied fo 2 n nervention ol
spaum:;mgmngmeum

RESULTS

FResults of the EXALE0 RxPMEA analysis are shown In Figurs 3

|_riguro 3. Recuts or xavGo meeweAamatss

measure how each Interventlon |s accepied, understoad, and ulllized.
deveiapment,

AN ACADEMY OF PAIN MED

A total of 30 PrOCES6E5 N SUU-DTOGRSERs WEFE anahzed,
1200 929 IOGFTE ITIENVENH0S, Far WCH 37 DREATINTY 10015 Wer Spass-
phanmacy,

programs. The process ko denfied the 5 focls required by the FDA 35
meeting the REMS atjectives. which are listect In Table 1.

Tabls 1. REMS foals

‘compietsly sUTclent. 10 ke SR NGRS,
0TI 100k tnat were | and speotied fook, reserred FaFMEA provkled the sclence-based "evkdence for ction” lzading o the sysiemaiic.
0 @ volurtary since ey were nol part of the REMS, were adopted and
T Using fhe EA Index 353 :emm.m‘museumemma'mﬁwmmmm
REMS fo0is. Tedls 2. e o o y
adin
assessments.
‘Waluntary risk management toois identified by or deried
from the RxFMEA process and cumently Implemented
* Amercan Poln Gockty (APE) Cpld Trestmert Guidcines CONCLUSIONS
+ Respensiti Cpiid Prescreng: A Pnyscians Gue
{book by Scatt Fisman, MD) - REMS| RFUEA Identifed
+ EXALGO Heshcars Professions! Educaion Frogram K expsnded addional nat were he REMS
outreach maling {beyond FOA mandate) = Tnese adomonal tooks were Iy

+ EXALGO Heamncars Professiona) EquCsSon Frogram KR
3ent o s reinl pharmacies.

- _Palient Weicome KB for frst-fme patents

+ weeicome \aea

- Follent Brachure

- Damic Alett 24-hour imer for EXALGO ol bofi cap

FUFMEA it met action

cteria, Trequency

hazar score)of s REMS o ciuriary iols desorced SEave.

‘SPECEZHONG YeTe POMOCd b . 0n. and Implecnd ece
‘a0ational toots, Thes Dois, Isi=a N Taole 3, Wil DE Impementaain 3

mmmmmmmumm

post-isuncn assessment iearing

MARCH 24-27, 2011, NATIONAL HARBOR, M

I E-montn asEessment of REMS parormance

services a Cavaien campany.

© 2013 ParagonRx International LLC



Case Study
Figure 3 — Results of EXALGO RxXFMEA

3 Stakeholder Programs

1 — Product Labeling

37 Preliminary Interventions Including & 4 — REMS Tools
3 — Vehicles

929 Specified Interventions

290 Potential Causes of Failure

79 Failure Modes

25 Sub-processes

Processes

w
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