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continuation of/opioid|painjmedicines;

andrequires/label/changes/to guide prescribers on gradual, individualized tapering

The U.S. Food and Drug Administration (FDA)
has received reports of serious harm in patients who
are physically dependent on opioid pain medicines
suddenly having these medicines discontinued
or the dose rapidly decreased. These include
serious withdrawal symptoms, uncontrolled pain,
psychological distress, and suicide.

While we continue to track this safety concern
as part of our ongoing monitoring of risks associated
with opioid pain medicines, we are requiring changes
to the prescribing information for these medicines
that are intended for use in the outpatient setting.
These changes will provide expanded guidance to
health care professionals on how to safely decrease
the dose in patients who are physically dependent
on opioid pain medicines when the dose is to be
decreased or the medicine is to be discontinued.

Rapid discontinuation can result in
uncontrolled pain or withdrawal symptoms. In
turn, these symptoms can lead patients to seek other
sources of opioid pain medicines, which may be
confused with drug-seeking for abuse. Patients may
attempt to treat their pain or withdrawal symptoms
with illicit opioids, such as heroin, and other
substances.

Opioids are a class of powerful prescription
medicines that are used to manage pain when other
treatments and medicines cannot be taken or are
not able to provide enough pain relief. They have
serious risks, including abuse, addiction, overdose,
and death. Examples of common opioids include
codeine, fentanyl, hydrocodone, hydromorphone,
morphine, oxycodone, and oxymorphone.

Health care professionals should not abruptly %
discontinue opioids in a patient who is physically
dependent. When you and your patient have agreed
to taper the dose of opioid analgesic, consider a
variety of factors, including the dose of the drug,
the duration of treatment, the type of pain being
treated, and the physical and psychological attributes
of the patient. No standard opioid tapering schedule
exists that is suitable for all patients. Create a patient-
specific plan to gradually taper the dose of the opioid

and ensure ongoing monitoring and support, as
needed, to avoid serious withdrawal symptoms,
worsening of the patient's pain, or psychological
distress.

Patients taking opioid pain medicines long-
term should not suddenly stop taking your medicine
without first discussing with your health care
professional a plan for how to slowly decrease the
dose of the opioid and continue to manage your
pain. Even when the opioid dose is decreased
gradually, you may experience symptoms of
withdrawal. Contact your health care professional
if you experience increased pain, withdrawal
symptoms, changes in your mood, or thoughts of
suicide.

We are continuing to monitor this safety
concern and will update the public if we have new
information. Because we are constantly monitoring
the safety of opioid pain medicines, we are also
including new prescribing information on other
side effects including central sleep apnea and drug
interactions. We are also updating information on
proper storage and disposal of these medicines that
is currently available on our Disposal of Unused
Medicines webpage.

Read the MedWatch Safety Alert, including a
link to the FDA Drug Safety Communication, at:

https://www.fda.gov/Drugs/DrugSafety/
ucm635038.htm?utm_campaign=FDA %20
MedWatch-Opioid%20Pain%20Medicines%3A %20
Drug%20Safety%20Communication&utm_
medium=email&utm_source=Eloqua
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(AN 2 v 1 8 A O B B e B e s 708 v s P 4 i)

PPI [#{E Erlotinib MUK

O3 BEF)F

M4+ % :58 %5 :151.0cm B2 F :51.0kg

Bzh 4k : BUN=11 mg/dL; SCr=0.45 mg/dL; CCr>60 mL/min
AFh g © ALT=14 U/L; AST=18 U/L

ZEF RN mpe i~ B R IR R

3 ke ik

B &S BE BB7R Pl
Tarceva® FC tab 150 mg (Erlotinib) 150 mg QD PO
Pariet® tab 20 mg (Rabeprazole) 20 mg QDAC PO

gABR  RZER
£t & J& % : Pariet® tab 20 mg (rabeprazole) 1 tab QDAC PO
JEFE B 7 : Antacid #:/X Pariet® - f erlotinib A7 4 /NBF % 4E 2 NIFIE A T

e

1. Erlotinib (Tarceva®) f§7} :
Erlotinib HREHREZER
Kl ¥ #% (epidermal growth
factor receptor, EGFR) %k[X|%¢
8 R ER R AU M B A T TR
/INHEBE BT I (non-small cell
lung cancer, NSCLC) Ji§ A Z 5
— R ARG 0 R
FRIE LG - B
ey S A L R 1 i P 9 9

46% Sz i = M AR (Cmax)
61% - kR 7 X Ry
[BIFF %5 T erlotinib FI{T—7Ff
PPI - [K|PPIsZ % |5 18 pH
1B & i A — BRI - R SR
I IR ] Bl PR 7% e vk i o e 22
AAER - A1 & LLH2 BN
SR PP - H2 HHI7]
TR EAE erlotinib AR FHFT 10 /]NFF
Bi% 2 /NRFRAG T 5 IRt
AL erlotinib Al FIET 4 /NRFEK

AZH 4 - (rriee  RVNNRET
(2) AL

Ry ] EGFR & B i IR U

(tyrosine kinase) FHHAE A &
ABAERT - 3 i 20 ) R e i
AR - &HE RN RRER
KB EEE - EHRE RN
H 150 mg » W ERRTED 1
/INFEEE B 2/ NREAIR A -

Rabeprazole i erlotinib
& A B AF % FE 8 B
Pk 2 W F] 1 B OE - R R KE
rabeprazole Sk il e H » Il
FE AR H erlotinib Rif 4 /]\Rf B
2/ INF R F R - St

erlotinib XY °

BRI E 2EE

BUN (blood urea nitrogen): 7-20
mg/dL; SCr (serum creatinine):

2. Rabeprazole (Pariet®) f /1 :
Fo'B 1B FHETA (proton
pump inhibitor, PPI) » &
$H 4 5 TG S E R
W oo R B R e N AL
RAAHR BN - B IEAL
M8 5 B R R R R
(gastroesophageal reflux disease,
GERD) % - R E R 1/
Rl A -

3. BEFt -

(1) Erlotinib B2 PPIZC A AEH :
162 A A P S Ry X (Gl
%Pt » avoid combination ) *
B B Ry EE S (major) © B
Ko PPLANHI B M3 ~ $E'H
58 pHH » &K erlotinib
VS i R NI R A LR L -

male: 0.7-1.5 mg/dL; female:
0.5-1.2 mg/dL; CCr (Creatinine
clearance rate): >60 mL/min;
ALT (alanine aminotransferase):
0-40 U/L; AST (aspartate
aminotransferase): 5-45 U/L
2LEH
1. Tarceva [package insert].
Melville, NY: OSI
Pharmaceuticals Inc; April 2014.
2.Lexicomp® Interaction.
Available from http://online.lexi.

com/lco/action/interact
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