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> Theme (7—7%)
» Slogan (RA—#H )
»  Call to action : Know. Check. Ask.

: Medication Safety
: Medication Without Harm

“KNOW”,
“CHECK?”,
“ASK”

o 20224 LIF& ¥, Medication Without Harm[Z @ 1+ =H Y $8 A O F R A

WHOTIfThnTlL %,

20228 WPSD: https://www.who.int/campaigns/world-patient-safety-day/2022
¥ UR—2FHE : https://www.who.int/multi-media/details/medication-without-harm-2#

Medication Without Harm : https://www.who.int/initiatives/medication-without-harm
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https://cdn.who.int/media/docs/default-source/integrated-health-services-(ihs)/psf/medication-without-
harm/before-you-take/b4take _know check_ask_patients_en_hr.pdf?sfvrsn=53c294f2_5
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-Medication Guide (MG)
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Patient Medication

Information (PMI)

Federal Register, FDA proposed rule
GEFREER 2023/5/31, O A > MHEY12023/11/27)

WENDELESII.

Consumer Medicine Information

(CMI) %=

LEa—F

TGAIZ. HEE. HCP, REER L1
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E4%1To1=. (2019%)
EERICEATIEELFEREZRMET S
IR—DDENEHEHET S,
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Usability evaluation of Consumer Medicine Information

(CMI) documents(2019) Prepared for the TGA by
ThinkPlace Australia and The University of Sydney
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(kEDEFLBERITEERRFR | "2 CoLFEEERISRTEAIbITTEEL
Medication Guide(MG) ' FDAZRFEDHEARDNE., ZLDUAZEERICHRHAINEELG) XY [0
—SPMINTAT iﬂiﬁ'éf:&’)kﬂgﬁi'lﬁ#&’& MAHAMERL T 5,

Patient Package Insert | FDARZEDEEASAIIL T, BROBFEDLIR bOSF U EFERICERATT
(PPI) —-PMI~NF4T LnTHEY. MAHMDERRT 5,

Instruction for Use FDAKRZEDEEZERAIANILT, EHLUERAAEN S IN-E T EETHEL
(IFU) [CERATESLD. MAHAERLT 5,

MEDICATION GUIDE PATIENT INFORMATION

DRUG-X (pronunciation spelling) DRUG-X (pronunciation spelling)
(drugimab-cznm) (drugoxide-a and drugoxide-b tablets)
injection, for intramuscular use for oral use
What is the most important information | should know about DRUG-X? What is DRUG-X? INSTRUCTIONS FOR USE
MYDRUG [mye-drug]
What is DRUG-X? Do not take DRUG-X if you: (drugoxide injection)

for intramuscular use

Who should not take DRUG-X?

Before taking DRUG-X, tell your healthcare provider about all of your medical conditions,

Bators taking DRUGHX, tell your healtheare provider about allal your medical condisons, This Instructions for Use contains information on how to take MYDRUG.

Including If you:

How should | take DRUG-X? Important Information You Need o Know Before Taking MYDRUG
How should | take DRUG-X?

What should | avoid while taking DRUG-X? Preparing to Take MYDRUG
What should | avoid while taking DRUG-X?

What are the possible side effects of DRUG-X? Taking MYDRUG
What are the possible side effects of DRUG-X?

Gall your doctor for medical advice about side effects. You may report side effects to FDA at 1- S
Call your doctor for medical advice about side eflects. You may report side effects to FDA at 1 800-FDA-1088. Storing MYDRUG
B00-FDA-1088

How should | store DRUG-X? = .
How shouid | store DRUG-X? Disposing of MYDRUG
Qeneralinformation about e 3afe and efiective use Ot DRUG-X. fe an ee:iv.uu of DRUG-X.
Medicines are somet) unesp scribed for pus pwse other tha st a Medication Guide d for pury other ‘h lh l isted in a Patient Informatio 5
Do | se DRUG-X far mlmnn for which it was not pre: D tg e DRUG-X to other w s N0l ( cribed. Do not give DHUGXI Drug Company X, City, State, zip code
DéODE @ven If they hawe B e same symptoms mal you 'lB\Je Il may harm them. D\.I I‘ may harm them.
You our pharmacis! of healthcare provider for nformation about DRUG-X that is wrtien You can ask your pharmcist or healtncare provider for informtion about DRUG-X that is written This Instructions for Use has been approved by the U.S. Food and Drug Administration
for nea\m professionais. for health professionals.

Approved: MM/YYYY
Wiat are the Ingrecients In DRUG-X? What are the ingredients in DRUG-X?
flents M ij Active i ients P P Iﬁl]
been approved by the U S. Food and Drug Adminisiratior This Patient information has been approved by the U.S. Food and Drug Administration. Revised MMAYYYY

KEIZEFACMIZDULNT | CMIZREESMIHEET 345, REIERFULELUNAD S . SMILRELEL S ORITERYTETER S,

FDAIZAEZEL TLWEWHA—RMICECREINTE Y., F-MAHLUSOBEANE (TR & > TER SNz, BEFS L UNEEZRITIFEHRE L TConsumer
Medication Information (CMI)M& %, FDAIEZ. CMIIZxf L THA & > X_(Useful Written Consumer Medication Information (CMI1)2006) Zig#tL. CMIOE
AZzifld o0, ERETUAZEEERLLBLICEASINSICMIOERNLGEAREZRR. REIXLAEL, 9
https://www.fda.gov/patients/learn-about-your-medicines https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-labeling-resources
https://www.federalregister.gov/documents/2023/05/31/2023-11354/medication-guides-patient-medication-information
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One Document Solution

Brookings Institution 7—% < 3w J L BEHIZET 5

- 4= AWAVRYRs YNTES Brookings Institution Workshops and Distribution Studies
ST S FDADARIZ | 5 5o 3wT | FDA2010 Partis | FDAGEEMNT JO—F & AIEEREDHE
RS RARRE FDA 2009 Public Public Hearing /

Citizen Petition Requesting EERHEERE
5 p Workshop mealR on'lB
Egc?uf\n(gﬁns(z)?u?iog‘nfir All 5 A AR E D BOBRLLET Y
RECETIEE  TARL

Pharmacy-Based o=
Communications. TR E

FDAIZ& APMIZ A b2 4 TOREE

FDA’s Research on PMI Prototypes
BERITEERFRONENLGEE

PMI~

2010-20124F
2008%6H308  200949H24-258 20104&9F27-288 2010%F  2010% 20114 20144
7HA21H 10A12H 28238 7HE1H

https://www.fda.gov/news-events/press-announcements/fda-proposes-new-easy-read-medication-guide-patients-patient-medication-information
https://www.fda.gov/media/180827/download?attachment
https://www.federalregister.gov/documents/2023/05/31/2023-11354/medication-guides-patient-medication-information 10
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Patient Medication Information(PMI)

~DBAT

PATIENT MEDICATION INFORMATION
RHEUTOPIA (roo-toh-pee-ah) (arixalate injection, for subcutaneous use)

Tl

¢ 1 R—3

\\‘

CDRE,

« MIZ T THE LK EFIFEHR L RMAIEE,

« HNETHRFNSNLEICEHAIND,

« 6-8 grade (11 14#&)®n)bﬁgj] a B EL
LE-XETHERTE.

 FDANEET X I342 -tV

)L+ LR kY (online central
repository)IZRFFEN., —fRIZT V£ X
AIRE & 75 D,

RHEUTOPIA Is:
@ ll=ed tn treat rheinimataid arthritiz in adulte RHFLITOPIA reduces painfu
= 5.
. 1. Dl"Ug Name Eﬁnn% Iren at least 4 years old whe did not have goo:
proves mobility, and decreases the number of
painful joints.

+ Used to treat ankylosing spondylitis. RHEUTOPIA reduces back pain, swelling, and improves mobility.
» Used to treat plaque psoriasis in adults whe may benefit from taking medicine or receiving phototherapy (using
ultraviolet light). RHEUTOPIA improves or clears up areas of skin with psoriasis.

FDAIZEHEHR (88 FR35694) [ZHRAIZEZ#EE L. Docket ID

FDA-2019-N-5959% @ L CaA > F&RMHTz, /NTY v oAty

hEARE . 202345A31HICEA. 2023F11A27HICHKT L1,
FDAIE57,0004+LEDIA Y FEABLE 2 —HTH S,

https://www.federalregister.gov/documents/2023/05/31/2023-11354/medication-guides-patient-medication-
information
https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-medication-information-pmi
https://www.fda.gov/drugs/cder-conversations/patient-medication-information-2023-proposed-rule-help-patients-
understand-their-prescription
https://www.fda.gov/news-events/press-announcements/fda-proposes-new-easy-read-medication-guide-patients-
patient-medication-information

https://www.fda.gov/media/180827/download?attachment

Important Safety Information
Warnhings:

« RHEUTOPIA can cause s« 2. Important Safety Information

* Do not use RHEUTOPIA it Egtféﬁ%ﬁ
Serious side effects: ~+ Boxed Warning (&%ﬂ}}%%) O)W»"_é_‘:@:]:%ﬁ

RHEUTOPIA can affect the |

have gotten serious ipfectior ( -'E) L, ab?h,[i)
Some people have died fron . DO not use (EFH ;;_;1_:_[]__) - @mjj—g Eilﬁl j&

Stop using RHEUTOPIA anc

s Fever, cough, flu-like symg {iﬁﬁ L/ —C 'i L\ H-t; L“UURO)EEEW
* Numbness. tingling. weakr o Serious side effect (EX7ZEI{FA)

+ Chills, swollen lymph node

. [ oy g— —
+ Bruising, bleeding, andpal * Tell your HCP before taking (£ F#EIIZHCPIZ
» Shorthess of breath, swelli +H S =X ==
» Chest discomfort or pain, ¢ ";ﬁ_d—/\% Iﬁ#ﬁ)
Tell your health care provider before taking:
» If you have an infection, are being treated for an infection, or think you have an infection (such as cold, flu, or
skin infection)
« If you have TB or have been near someone who has TB
s |f you have any nervous system or heart problems
» If you have recently been vaccinated or are scheduled to receive a vaccination (including a flu shot)

» If you have lived in or traveled to other countries
» If you are taking the medicine Kineret (anakinra)

Common Side Effects
The most common side effects

« Headachs 3. Common Side Effects — g7 EI¥EA

* Runny nose

These are not all of the possible side effects of RHEUTOPIA. Call your health care provider if you have side
effects that worsen or do not go away. You may also report side effects to FDA at 1-800-FDA-1088 or
www fda .gov/medwatch.

Directions for Use

« Use RHEUTOPIA exactly as 4, D|rect|ons for Use FHRLEDIEE uora

* RHEUTOPIA is injected dire: | . 1ealth care
provider has shown you how to give a shot.

» Store RHEUTOPIA in the refrigerator. Do not shake or freeze.

 If you forget to take a dose, take it as soon as you remember. Take your next dose at your regularly scheduled
time.

Manufactured by: Drug Company Name, City, State Zip Code

The content of this Patient Medication Information has been approved by the U.S. Food and Drug Administration Revised: Month/Year
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Instruction for Use
SHEDIE

Medication Guide Patient Package Insert Circular of Information

BERTEERAAF BAEMR T RTXE B W) [ M % A 2 TE R

—_— - O N ﬁ (] Ey}'}g& UI R |“ A /7\: W AABB(Association for the Advancement of *E%E ﬁﬁﬁﬁ 73_5% 75“53%?. é
HEQLAZERSD. BE |} 2HWROHEBMNTON Blood & Botherapies) (.. 10D 117 Ni-WEICHBEH TS

FEXGYRITRI74 W3, thE 12, PMIZE#D S IIRA T3,
IWEEDHEDH, YRIEE POBNEEFPTHDS, B
HHE LUVREMSO—E & L EDAVI+—LK-avtY
—Cﬂzﬁk‘ ;ﬁﬁ-—éhgh I‘ &?Cé'lt:lig{&r(safety requirement)'C“
+HaThY., RE&HEITOral
HLHEILE A . WEGIERIIEERE
M Circular of Information(Z# &

THREEZLTLD,

‘B (XS RIGRICIR S

https://www.aabb.org/news-
resources/resources/circular-of-information

ETD
- G EERES.
- EYFHRF

B 20264E58 %3 T & —
ISEASNS, Patient Medication Information

,—
o s & (PM)A BT
fﬁ[‘)‘:b%kﬂ_\ 'L\ o & 0) https://www.fda.gov/media/180827/download?attachment

ABRIEERICEITHEED . htps://www.fda.gov/media/180828/download?attachment
Mﬁ% nlg;’fhéﬁq (Z [i;‘z\—d* L *5£|EFEﬁ0)$§‘fT%H FEﬁ;ﬁ ) https://www.fda.gov/drugs/guidances-drugs/guidance-recap-
£ E7 D A (4 LN *Centers for Disease Control and Prevention, CDC (KEEFEFHE podcast-patient-medication-information-pmi-proposed-rule

https://www.fda.gov/drugs/guidances-drugs/quidance-recap-

IE_‘Z > 9 _) bﬁ%IﬁT é % Bjﬂ%*E& UEmergenCy Use Authorization, podcast-podcast-patients-patient-medication-information-pmi-

EUA (Eé,%'\EFHE‘FED ﬁ;&'ﬁ:(iﬁ%%f&éo proposed-rule 12
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@®-6 MRHWEA Y T T ETA

AUSFAM | CMIE#ER : 15— U B MR EH 25-—

Consumer Medicine Information (CMI) summary

The full CMI on the next page has more detalls. If you are worried about using this medidne, speak to your doctor or pharmacist

1. Why am | using AUSFAM?

Ausfam contains the active ingredient famotidine. Ausfam Is used to-

s treat peptic ulcers (gastric and duc -

+«  treat reflux cesophagitis (reflux dis 1 " fd. E AUS FAM E ﬁm a 6 0) b\ ?
e Prevent duodenal ulcers and reflw _

For more Iinformation, see Section 1. Why am | using AUSFAM? in the full CMI

2. What should | know before | use AUSFAM?
Do

o 2. AUSFAMZERT SRIICHI o THELREZ LI

3. What if | am taking other medicines?

Some medicin

aiormese 3. MMDEEZFRAPDIFEEEESTRIEL VN ?
4. Howdo luseausraM?

*  Your doctor will tell you how many tablets you ———~

* Please follow your doctor’s instructions about 4_AUSFAM o)ﬁm ﬁ;ﬁ (i ?

More Instructions can be found in Section 4. How

5. What should | know while using AUSFAM?

Things you * Remind any doctor, dentist or pharmacist you visit that you are using AUSFAM.
should do « Before starting any new medicine, tell your doctor or pharmacist that you are taking AUSFAM

4 5 AUSFAMODERHIcH» THL REC L IZAM 2

A2 EaTTy TTIay rES U

Driving or using = Be careful driving or operating machinery until you know how AUSFAM affects you. It may cause
machines dizziness, headache, confusion or hallucination in some people. Patients should be informed that
they should avold driving vehicles or operating machinery or doing activities which require pre=;-
vigilance if they experience these symptoms.

Drinking alcohol * Your doctor may advise you to limit your alcohol intake.

Looking after * Keep your medicine where children cannot reach it,

your medicine = Keep your tablets in a cool dry place where the temperature stays below 30°C.

s Keep your tablets in the pack until it is time to take them. If you take the tablets out of the blister pacid
they may not keep well

For more information, see Section 5. What should | know while using AUSFAM? in the full CMI

6. Are there any side effects?
Like all other medicnes, AUSFAM m 6 EIJ{’Em 'i& éb\ oD s they are serious, most of the
time they are not. You may need me - m L]

For more information, including what to do if you have any side effects, see Section 6. Are there any side effects? in rhelHth\é_/

|

Z i Consumer Medicine Information (CMI)

idi Se 5N UICHEEREEHL.
Famotidine (z7x7>>) A ST

Bd%  Ausfam  cEpCRERELTLG,

1.2FAUSFAMZERT 50M? | |
o SE AL S Ty S
e o . |- 2 AUSFAMEGERT HMITH>TH <
5 % L ECLF?
I AY S L0 u\' fs
S AOAERRCEENSING | S EERaTNEAAIHLTRE
i EE L R BEAD 7 LILX—RIEAHHEEIIEALE
BRI ’ LVo (RS DUV TIZEHAEERI<IBH)
[ FAOEEREFEALTLSIGE. &
frep, IERZEFED. RIAPOGHEIXE
BRICHEET & &o

4. AUSFAM L2 .
ﬁﬁ%tﬁgggﬁiﬁt 3. DEZMATDHELE ST NILK LA ?

EER RIS & EXROMEFRISIET 5T &,
BEIORSI MO~ RTINS HSED Y R b EH IR,

BREEEEF OIS E IFEFIER

1238, )
5. AUSFAMOD{ERDBIZHI > THELREZ LIEAM?
BRI ARE L (E6. EHER. R C0E
BEODOERAEEZ D)
s PO TIEWFHEWI & (BEHETIENDERDAREIC
AT, MAICEEST S, BCHRCERAEDIETEILE)
= BELOHBOFERIZDONT GERIZEZERICEE
e s | EEISDONT (FAI—LEREISOVNTEROREEE
BO- L) S BUD)
- EOBEEIZDONT (BEAEICOVTOIREIZRS)

www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent=&id=CP-2023-CMI-02239-1&d=20241028172310101




2. B2 DEEMICET SEBER TEHRIEH Bl=
@ AWIzIL—ILiEEh. MAHIZEEMTFOATWEAEHD
A RESAY, HAFURE

Bl EMA

Guideline on good pharmacovigilance
practices (GVP) Module XVI — Risk
minimisation measures (Rev 3)
Appendix 2: Educational/Safety advice tools
GVPHA RSA VEDa—ILXVI- ) RY &R
xR (WET3hR) H8&2: HE 17
TAT7 RNARY—)L

Good practice guide on risk
minimisation and prevention of
medication errors

1) 29 &M ERFBIRBAIEICEET B
TJYyRTZ0TF4RA4K

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-

2024/7/26

2015/11/18

practice-guide-risk-minimisation-and-prevention-medication-errors_en.pdf

Guideline on the readability of the
labelling and package leaflet of
medicinal products for human use
EFRAEERDIANILE L VRFXEPL O
HOT ST EHA KMV

*Risk Evaluation and Mitigation Strategy

=— FDA

Format and Content of a REMS
Document, Guidance for Industry
REMSXEZNER LB ERAHHAFR)

REMS Document Techinical

Conformance Guide
REMSXZFH 9 ZAINAV I+ —IVAHAA KR

2009/1/12
Revision 1

2023/1

2023/1

EE. HCPHEIITD Y R wRIMED =D H A F(Risk Minimization Guides), &ZE7FMNA
DF=HDHCPEI+F v 2 1) R k(Healthcare Professional Checklist), ') X 27 i8&8[Z FasE]T
% %t EE 7 + — Ls(Risk Awareness Dialogue Form), 3 51— K (Patient Card), & HEE
(Patient Diary)F I EIE LY —ILZEHHR L TLVS,

ChodDY—)LiE, VRVIZHT HBHZEH. BEEHCPEODOI 2= —Y 3
VEREL, EEROBEYLEREFHER L. EF KIS (adverse reaction)ZFH9 %
OICHERBFREXEILT S LEZTZHBHELTLS,

HCPRIITTCIEHANEBEZIZHIT DA FL—=V T DEEEICODVTHEER LTS,

6.1 JURI&/NMLEBE

K YLELZ) R &/MEEBO—IRE LT (riEHE. EFRAT)

- —RHIEEM BF. ETA. TEX Y b, BREEETE R (Pre-printed calculation tables)

- FLOWVEXDOEM . HERXR—ZANBAF2—FRY FR—ZAAN)
AX—bT74+2F7 T, N—a—F, Dz TH4 FFEOFERIZTDONT

EEMDINILPPLOGAPT S, BRELOLIT SZA LS ELH-HDBFENLHE
FHEZTRT, BEVCHCPIZE T, ERGODRENDEYVLGHERZRET H71=8
NE. THA 2, A—F—FTRAMETLIFHMET FNAA RZREL TS,

https://health.ec.europa.eu/system/files/2016-11/2009_01_12_readability guideline_final_en_0.pdf

DRI DEVEESRNREICERASIN, BFIZESDTORRITI AV FEVRIDNF VANMRI-N B ZEZRIET B,

REMSXEDERICE T AL ELGRELHEEROBMEEZRL TS, BAELGEHE.
SMEBOEH., 2327 — 3 VitH., EREEBERLE. BEDURVIZELET:
REMSOEEMMsRIA I TLVNS, https://www.fda.gov/media/77846/download

ERAMFTREHTT 51D, REMSXEDRMEME, — B, EMRZED

BEICEHOTHFRALYLTLVMREZHFLELSL, VURIDEVEEREZZTRICER
TEBEICTHELEZHMET S, https://www.fda.gov/media/164344/download
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@18 -ZRICHEITHELMHBEEC L SEHMIT
NIRRT TIERE FOLE *2<v— k74 > % FIA L f=Famotidine D151}

@(1']0‘.:‘:‘” RADAR Er\ghsh@

COREEALTVSHDHDEETT .

Llwuau,zfsu

(TFIRIERIBIYAH

) <TYal s

sz {TOORATEMAESR

f HA5—R20ns
B LTy

q)(;omusn

5M)-

FCRBRNRT 2w B REETESBEER(VAZ) B'%
DET. AIFRZESNA<INR, MRERARICSIEHT
CENRYTY. EOLHIC. COREBAENSEES
AOEREBHODBETT,

COREM@OIEHBEIEDIFTVEELZL
(BER)

FHEMERELT, B2 - 2. CARKE. BmZE. &
W, BEAIE. REEABZENHESNTVEY, 0D
KOHERICKINES., BLEOERRF /=3 ZEHHIC M85
LTS,

FNICTROLSBERDGSDN. [ ] RICRLEE
ERONBERTHSAREMIBDET .
COXSTIBEICIE, ERZEPHT. IICERMDOZRE
BIFTIESL,

« ERELSTEW. BT I5<5H
[avsg, PF245%v—]
« DEDREA. BB, HRARB. BMmMiER, LmEm,
=
[BERRMEM.
M)
o B BAHGL, FULEE
[FZFEHARIRAEIR Y. FREUREIRIEMARE]
« EBHTEBL, BEHAEL, REPAHENEELED
[AFiRRepEs. &EiE]
- BRE. DR, BE0R [BRAmRRE]

RMERESD, MERERAE. AMEEMm. M

—DEDQEREMRICIOVT O
RDESHEHISERDDELIS

| @hBDFET, BIFEYOEM O
PEFRICERTLIESL,

% - Ag (CoEDRELR) O

E£ELEDOER @)

ZDEEFESRHE[EDITT 0
W< Z & (BIfERA)

REREEDL @)
ERESETAR O

b, y

E R O]

¥,
B B RS ORB O, ma@

ICRWShEY.

<ITDOLBEDE <IDHHEE

https://www.rad-
ar.or.jp/siori/search/result?n=45508

= Menu

healthdirect
O

Ausfam ™
—RBEtD

HESE - HFELW - TH - ER
FhiElER

CSRELAEN (HES/IEL) - BEE
- B/ EREER (FE) - BRI

(R

- ODBE - BHRE (RKFE)
REEE - BUER (TS EE)
- R - BHD

ERLEERA

(EE. B, O, BROEN (BT AORERD
HEIZHDHENH D)

-F. B, REOEN - EEORBRIG
FERP (EVVBDEHZEHSEN)

- RECENEELLLGD (FE)

FEICENGZEIER

TR AT HEES
N RAFES B85 FRES/ HEK
& /5 DR/ DIEE BEIRIEE

i 4
- DEOFTBAETED, DAY XLE

" H@nﬂﬁﬁﬁz

® (BEJOvY)
CDED ) X LOENAEAR

- IDMAASE S D ATREIMED B DD 1
ALOEE QTER) GFICEHEENE
TLTWSEEDES)

healthdirect

What this medicine is used for
ZDEODRREIZDONT
Storage conditions

REEH
How to use this medicine
COEDERAE
Do | need a prescription ?
MHEENDBLEMN?
Is this medicine subsidised?
_w%(@%mébﬁébO
Over b

%ﬁuib?

Pregnant or planning a pregnancy ?

YR FE = (FIEIRD AT RESEMN B DD 7

Download leaflet
J—2JLy kDA A—F
Reporting side effects

BIEADHEIFICE 5

Data sources
T—RY—2R

Disclaimer

REFH

Download the Consumer

Medicine Information Leaflet

CMIO S >0O0—F (TGA)
’ Download consumer medicine
&

information leaflet (pdf) from the
Therapeutic Goods Administration (TGA
website a

A)
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®-2H - ZFRICHBITHEAWBBEICKAEERIT
ANIVAT TR ETDHE

CTNOZE. A3 WIFAH

® <FYmLKY

- L AT healthdirect
19974 RftE —MREEAN KT YDHEEFERAHES] 20064 Rfte A —R b3 1) 7 BUFREEEEE = Council of Australian Governments (COAG)
ERBRECIIEZELHCPOOZI 27— 3 | SiTHLUNTOERY—EX~NDT7T I ERAMROA T =128,
VARHMERER I TLV,
BARDE= Fiz. BRERMIZEEHA SN -BERRET7 FNAMXT
=&, BEICHTIEER MNRHBN
HFHRIBHDOVLEENTE > TV T, =nt-,
SJF—HR LTHEY. WAZERSOTMREDHFHGE — G REEEN L. EXERIE
wEFILIZ, BFERIFIZHMNY 0T CERBA, R, REFOXIGET. AFEMNLIEREME,
FEEROMEE - DR, AL - A2, BlE
aAvFoY . HEER. IEBEGEZHAEL. HCPAITOFERILEL
FET, SEEEEHEEICY V) LEREEEZYHR—
B 5 SRR BARTERRINTL
R TR SUAEEREREDDIC, FHERIIEHNICER, MAZEEREGMLGOTCEERETRRENA V4 VEERIGREIRE,
4”"%;*‘7' 7T r— 3 VTIEAL, A—F—DANICES EIE SHIBROT K/ RERE, K
= DHEGFEREFDECEDITohbd & SHEiE, Fryh—IIxERR (ZIL3JXL) THEAREE,
R pa ik BIZE L, - BEFYOEEREBEREGPSEEZE&ZL THY .. BRERICIREMIA
’ = == L. BIEADRSFXIGICEY Sl IEHR T IR, COPBEEMEZRDOTDZ EMNTEE, - 24BR@BEMERT 1 VL
£l —HOEELKFERIREZERLHY . HNEAZERESCERADL | —HEELFRIIMEE (FEE. RUHILE. RbFLE. 75E
EMETHERAPOREDRAZ I HRICHFEHATEE, F7EE) THHAATRRETHY . ZXEHEITHIG,
WO R T L& BFREFROEEZEROKR—F2 LY A b, 7T —2 3 | My Health Record (BIFFEEEFERLHEATL)
DEE | e DEDEE., EFHANTHEERBREVATLBEIZERS | T, BAOERFERET 7 OFEREEEIEL L TLYERES
TR ERShTLS, hi=—ERFRE,
AHIESR E D - PMDA TEEREELZFHRER] 02y memmM%mmk@mmmﬂmM&®U>7
sy - BESBE (ERAEEAOKIXEZORBERICOLTY BERA— SOKEHETCAN S BRI SN, TCADHFTD

:E; &/ﬁﬁ%h\ﬂﬁ* LPTVESICXARICHR S =HwmEFZIToTL S,

https://www.rad-ar.or.jp/finder/release/siori-release-2022-05-17.pdf  https://rad-ar.or.jp/siori/sioriclub/pdf/siori_manual_20240201.pdf

https://www.rad-ar.or.jp/siori/sioriclub/pdf/tantoshakaigi_siryo_20220303_new-kijun7.pdf https://www.rad-ar.or.jp/siori/about/users/

TtpS/atouteathirectgov-au meditTe S o tionT=-SeTvice
https://www.healthdirect.gov.au/health-app
httos://media_healthdirect.ora.au/oublications/Healthdirect-Australia-Editorial-Guidelines .pdf
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@18 - KICBT5EELEEMEZTDLE

(DTrifluridine and tipiracil hydrochloride F!) ZJLY DY - FES VL
Em% O Y—7TJ(Lonsurf) BA, BRKXZ TR, &5 - BESE. BELARE

%%ﬁ H' .-7 T 7"}/{ k https://www.taiho.co.jp/patients/lonsurf/
(B&)

DOCION DISCUSSION GUIDE

_' Tips to prepere you for your appeintment

azyv-2m
R ERBS

EoEBAUR

Gifes
Q ‘;", .‘;r O

AREIaHDAIC

ZRATNS S
BHSA - CEBEOAN G

e o>y9—-2o BETOhIEWERE
. BREEBOTER BREEEOTER
Doctor Discussion
Guide CkE)
@| g\ (EffiE BEMNERIZDONT

BRE

. o FBLEIREERRA VN
w5 BAEH THDEEY BER E ehon TG, BENE

] v o~ . L RNCERMICRETSF vy
= rKIZHE2TLD)

g’ O Y —7.6AEh3HN https://www.lonsurf.com/Content/do
Vﬁ\ O BTY, 04— 7EHM (0H) § 3L wnloads/ddg-patient.pdf
BTERHLLZAL
S BEMITERABE k@)
g (=] ) = ' i
GEe i5eoN ::-"“ .'.f?. omu o .'5. LONSURF ALONE

BEmIT
N
(B4)

3

wwwwwwwwwwwwww

MRy pxa-2

Aor adubtswith cdorectal cancer
that has spread doother pacts afﬂwebcey

O Y—7 (2014F3A24B%&:R)
https://www.info.pmda.go.jp/go/interview/1/400107_4299100F1026_1_303_1F.pdf

LONSURF (201589H22H&3R)

HETRIER

NOURISH e
BENLIER
(RkE)
BEZF/IMRF
THNAREEEE
D=HDTE TR
BHELIE]

https://www.lonsurf.com/

https://www.accessdata.fda.gov/drugsatfda_docs/nda/2015/2079810rig1s000Approv.pdf

. (€ SE7))
https://www.lonsurf.com/reso
urces/patient-treatment-kit  * BEHZE/RF

(EXREHREET)
- NEEBLFHNRF
- RRET
o sELRy IR
SIRT (ELL AT 51=8)

TREATM_ENT

Loasurf

REALVS—
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@ Lenalidomide L7 FE F &% : L 735 S F(Revlimid)

N1 g ] A B i & https://www.lenalidomiderems.com/index.html
A jgiﬁ[/kﬁﬁr %ﬂi-cﬁiiijb%%l&o%ﬁilfl%ﬁ;lﬁglfﬂg%éﬁ%ﬁ%j%ﬂfﬂ\ﬁgz%Eﬁt K REMS(Risk Evaluation and Mitigation Strategies)

E5 XL E A DRI ) o SR UGS/ SIE R TAE BERITHAF ok NEOEERHRZETO
https://www.revmate-japan.jp/patient/ Patient Guide to *"E‘ - R

gER AT, ® | | LenaldomideREMS || G5 LB L oy
LPUREE T 7"'5"( k. Mitimas:i(oflvg{:‘:tgnn ?F?SMS) 2. 1A IREE
weors BIEERFR Eﬂﬂﬂﬁﬁ~ #_\y |~ (B&) ’ Y 3.E2MEIEIREE

This guide provides you important information about: 4 . RE MS% %/E Eﬂi |§] :1%‘:%

LT XA beldy AEDFEEZITRSETOFIE s s SR 4% (REMS Patient-
LFURIE-HIURIEH (ZHEEDIHE) D Physician Agreement Form)

BEOFE»A (BBR) ICEXCEELZRITY
AJEEEELE L. BECERLTWEL =D
DFETY.
LFUEIR - HTUKRIRICLBEBESH
ZBETA. CREDH. NBIETIAHIE. L
TAA LeETRICEBRLES AT, EHSHN
FBEEEF>TOWEENEFNZWTER A
EDKVBBICERI TSI,

LI A A FEEASIE

1. (ER) ITIRERE & ES#ITOKRD
R
2.EMMS LT AL FOBFEIFIC

DWTCERBAZRITS
LTAA FOBEFEELZERELA
EIZCRET 5,

AEHE—AZRABICRET D
5. EHFIERM 5 LT AA FDEFEIER
[COVWTHBERAZZITS

6.ELLIAS FH—FEZITES

https://www.revmate-

iapan.ip/pati\ent/pdf/RevMate Ver7.0_Guide Patient.pdf

' L7TXA RCDWT
BESADERXSCDOWVWT

I ERHSEEORIMOXT

LT %A FORTER
~IEIRCHE(C DL T~
LT A1 - ORTEH

~EEOBEERLIBEHEICDONT
CARBREZEESTNIEVNWN?

- LIAL RSy b
(=)
mEsn=LIS=
K-R<YRXR k., h—
K. /MRF. IRERE
EREEFT EDHTIUA
95,

L

Rev;iie

L 71 = F(5mg, 20104 6 A 25H &3/ 2.5mg, 2015510 A28 H&FR)
https://www.info.pmda.go.jp/go/interview/2/670605 4291024M1024 2 004 1F.pdf

TYRABML - IANXY—XRY 4 TEHK&tt

3
take a biood thin
* Lenalidomide REMS

What females who can get pregnant need
1o know

SWET Vir—k
(Mandatory Confidential
Survey) IZEIZE (WMEZEE)
6.LFZEZITS
TEBEDADE) DY

(%)
S 8.LF Y K FERITES
(REMS/ vy ir—2) i&ikﬂﬂ#‘é’f‘#ﬁhﬂt (RED
,, (DE&%JPLELOL\W)F#E QOTCREESEITFEDE MMM
e “NROFERAEGE-
NOC 73302 |
ellar
ulipristal acetate
tablet 30 mg
NI—IT“‘
=2, — - PlanB
.‘i._* - == | One-Step
‘f; / 7 f‘)\f;g%(l)sig'lmit'v =
& ——
Y .-
https://www.lenalidomiderems.com/patient-
(G resources/index.html

Revlimid (20054%12H27H)

https://www.accessdata.fda.gov/drugsatfda_docs/nda/2005/021880s000 Revlimid_Approv.pdf

Bristol-Myers Squibb Company



3. ¥ L LVHE(D-1 Patient Decision Aid ezossnezs)

et
*N HS (National Health Service) & NICE (National Institute for Health and Care Excellence)

N/
Vil

Shared Decision Making (SDM)

(ARBBRE) HOPLBEM, TETUREE : i :
~ @R(preference) a T ﬁé%f » Patient Decision Aid (PDA) (2z0&ERREXIE)

é*—:l:iff&l;’;"&i’&ﬁoé%ﬂ?"ﬂtx BEMNFIAFRGAEERRKICET ST ET VRICEDWVFEHRE. £2Y
BEDIUS—SAY RESH. BREZELx D ofMR. AmlE. AEME. Tﬁ%@&&&%k?ﬁd t9 %5, PDAY—ILITESE
o BEREERE 0)3&%(‘97’;75\6 EHCPEDRFEITER SN, NHSEUNICEFIZ L > THEREIN TV,

PDA'Y—/JL - NICE®DH

https://www.nice.org.uk/about/nice-communities/nice-and-the-public/making- Bisphosphonates for treating
decisions-about-your-care/patient-decision-aids oy
ISI - ut-your- patl - ISion-al Patient decision aid This decision aid can help you if you are thinking about taking a statin. It is
eg for people who do not already have heart disease and have not had a stroke.
You can use it to help you to talk about your options with your healthcare
n professional (such as your doctor, pharmacist or nurse).

Should I take a statin?

What is ostecporosis and how can hlsphasnhumtes help?

Asthma inhalers NICE [t S ence
There are advantages and disadvantages to taking a statin, which this decision aid explains.

and Climate Change e " " SRR : — Itis important that you make a decision that is right for you.
BRI & (A,

. A B . You might want to think about:
What is this decision aid about? Cystitis: taking an antibiotic

t“x 7 j— X 7 T *_ l\ 'j: « What are heart disease and ,I:’\-ml% %ﬁ%

Information to help women who are not pregnant discuss the o What is my risk of heart dise|

“ - e options wi eir hoalthcare professionals. = 5 : 257 A4 « What can | do to reduce m X '3‘ 7‘ > Eﬂ&m j—/{ % b\ ?
-h_’-A'I % < I&lﬁé & _\'ﬂ;aﬂkéj‘] F\:ns"ed Nm:::m!:u::‘malu.:m:m : & 0) ; j [ 121’-) O)b i ; ould 8 statin help? y

k i * & (i o) Intarmation about how this decision aid was produced and the evidence on which [t is
based s available on the NICE website « What does taking a statin involve?
= 'L'\I E ﬁ usually caused by bactens (nems) fam your qut gsting ine your bladder Cystilis i v N "

+ How much will a statin reduce my risk?

fad |ower urnary rac

UTI. Somehmas sympioms gat batler by themsenes.

How likely am | to benefit?

et many peops will need antibiots tra « What are the possible side effects of statins?

Do nat slop using th inhakars you already have without talleng bo your hasfincars.

professional. ‘What are the options? Your healthcare professional can help with questions you may have.
it s Empartant to make a chokce that Is right far you. Tallk ta your healthcars profassional It's not emways clesr wnan an anbiiolic is needed 2o, for some women with cystiis, MICE
netore making amy changes to your treatment. A goad tims o do this might be at your ned recammands that you could aithar

What are heart disease and stroke?

routing asthma appainimant 2
» elarl taking an iaphosphonate trestment ar hot

A ol stap your treasment, your asthima might get aut of conirel, which c20 e cangerous = Wai and

for your health. 1L wit alsa have 3 kigher carban fostprint because you will need 1o use your withini 48 hours. |‘||5 not possible to know In advance what will happen to any individual person Heart disease includes heart attacks and angina. Heart attacks happen when

relaver (reacus) irnaier more and may need mars visite to yaur GP or hospita hechues m:"" “‘m = :L"u “IL';'::"_:':,: ;;.:u o ',',‘_‘"J 1':::_":',‘,"_ the blood supply to the heart muscle is suddenly blocked. Angina is chest pain
You can choose whether to walt and see If your symptoms improve on thelr own, or stant o sehosphanates on 1c visk 6 vertebral ar hig fracewras for some dferant W caused by reduced blood flow to the heart muscle. A stroke can happen when

How do inhalers affect the environment? taking an antibiotic stralghtaway. rishs. the blood supply to part of the brain is cut off. A short-lived cut in blood supply

Mast pepple with asthima have ons of mare preventer inhalers (which cantrel your asthenal Thera are pros and cons to both options, which thes decssan aid wil bslp to sxples. If you NICE St e e s AT S S Lt e B R e D )

and & rabaver of rescue iInhalar (usually bluel, which relieves symploms, Seme types of start taking an andibiolic straghlaway youll be dong tha stifis, but

e These blockages or reduced blood flow are often caused by a build-up of cholesterol In
greanhious 1, which contrinte: mata change (global warming|. Diher types blood vessel walls.

af inhaler da nat contain propeliants ; H%H"% : *ﬁi%g@ﬂ&ﬁﬁ ‘:O L\’c -
Shinioh Vs ey e o varec e ot oot mo || BEUR L TULVER WV EMNHCP &EBED 212R%-2
yau hava, ask your zare professianal ; R _ = ~ 1 i §

_ i’ BIRRRIZDOWTELE S =H DR NI CE e s
NICE ©i et iaenes wn BEr=|SIGN

svailabis on the MCE websie

medicie inte the lungs. The prapellant has o L

n & propeliant fgas) 1o can

| https://www.nice.org.uk/guidance/ng238/resources/patient-decision-aid-pdf-243780159

https://www.nice.org.uk/guidance/ng197/resources/shared-decision-making-pdf-66142087186885
https://www.england.nhs.uk/wp-content/uploads/2019/01/universal-personalised-care.pdf

19




3. & L LVE#H(1)-2 Patient Decision Aid @zosssezs Si=

et
*N HS (National Health Service) & N |CE (National Institute for Health and Care Excellence)

PDAlL. SDM#Zi#1bd A L TCEELEHEENZE-TEY ., BENELDT FIZDONWTHRHERZHF-LT:ERT S
FOICHELRFEREZIRBET ST, ZRRNICITIEEDOSH., BRE. BE7 I MHLOREIZDELD,
NHS(X. i FERPHCPOREDN ——X =3 =HI2, BEO/N\—2 3 V&I LIEKRT %,
NICEIX. EDEKRHA FS5A4 VIZRMEELLINEIETUORIZE DS Y— L2 L AIEMNTIEREZIEMHT 5,
COWBANLET7TO—FIZKY, EEAERRETOERIZEINT,
WYY R— k E;"'H"snééz")l:tiu MiEEEORREEOREEN KMEINS,

- NHS EnglandhR Decision Aids [[/7&] | NICEKR Decision Aids [fI&z E:;'.‘i:a;n'?é;f;e;:;elm-

#&E s NHSH—ERAANTEBHINEEFHITLIZEERREXEY— * NICEAA A VAND—EE L TERREXEY—ILZRHHE
JLE IR Standards framework for shared-decision-making support tools,
e NHSOLATLED—OJA—IZ#HiEaINbd L OEE including patient decision aids

s BEMmEBELAERREXEY—IIEFEOEEZIZH
NICE decision aids: process guide (2018)

B NHS SR T LATEEMNMERICE DOV, BEFICR = HREDOEED R T LE{KTShared decision makingz X419 %5 T
ERREETADEIICT D ETVRICEDVREY—ILERET S

NICE Shared Decision Making Guideline (2021)

SELUA « Shared Decision MakingZX1Ed 5 L # B ET S
s GAERRIRE CERICEET DIEREIRME
- BEMAAMBEESRZB®EICTIOZITS
- HCPL DMK ZMTL. ETMZ H5ELDTIEAL
HER « BEDNHS H—ERERBICAEDLE THE « NICE QOESRRAA RS54 VIZkYEE., SEMNICHE
. MDD NHS FS5 R MRS (@G A RE « FIEMAGREOLELGERZRY AN-EELG IO X THK
. i@@EﬁDX?Aé17MZ*¢?’6@%E@7Zﬁ4 AR R
EFABAT  EICNHS England Y—EXNTHERA EEOEESR T LK THEE

NHS H—E X /A /IRET )= D | GP (General Practitioner) 52 &
FItEERY—ER /| A VZIANILR RS R b #EEUHESRSE
https://www.nice.org.uk/Media/Default/About/what-we-do/our-programmes/nice-guidance/shared-decision-making/decision-aid-process-guide.pdf

https://www.ncbi.nlm.nih.gov/books/NBK572428/ 20
https://www.nice.org.uk/corporate/ecd8/resources/standards-framework-for-shareddecisionmaking-support-tools-including-patient-decision-aids-pdf-1124019137221
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2024 F1 AR SN -BR Y A, 20194 5 O Hhigk 3 FiBh48 3
Consultation Service, CPCS)’&E&ET L . -FEE7’.> o)ﬁﬁlzﬂﬁi L N

E 3

NHS

TG THEAMVPERAEERMDUINTED L SI1ZHE o1,

Clinical pathway
AP ER%
Impetigo  {RZMBHIS (LUVV)
Infected insect bites IR S B HE
TwRES

Bl SRR 5

MR DR H

Uncomplicated urinary tract infections

B HHED 7 LN RERRSRIE

Acute otitis media*

Shingles
Sinusitis

Sore throat

A MINOR
ILLNESS?

Agerange 4{FES
1 to 17 years

1 year and over

| year and over

18 years and over
12 years and over

5 years and over

Women 16-64 years

How pharmacists canhelp  :
with minor illnesses | Think...

NHS &

NHSIZ & S8BT ETH

"N |7
raiInN

'U'_ E Z(Community Pharmacist

- ﬂg @I%E E(General Practitioner, GP) IZ

TREATING YOUR INFECTION

MEERIEDIGR] KHIEHAS
DNTERHODF Ty I — b,

HET-ORRPEZABBELEL LD
BELE—HIERZEDRL, ERAEEROEIL IS TIC

BEYEREM (REBERER)

" TREATING YOUR INFECTION — URINARY TRACT INFECTION (UTI)

For women under 65 years with suspected lower urinary tract infections (UTls) or lower recurrent UTls (cystitis or urethritis)

TARGET
[ -

Passible urinary signs & symptoms

Signg LOTiS;

Haematuria: ¥
Suprapubic pain: I B

Other things to consider:
Recent sexual history

Changes during menopause
& Soma changes during 3]
symploms similar ta th

Seif-care to help yourself get
better more quickly

« Drink enough Muids ic
stop you feallng 1t :
Alm 1o drink B 1o 8

= Avoid too much alcobol, fizzy
drinks or caffeine that can iritate
your bladder

« Take paracetamol or ibuprofen at | *
regular f 0

15 fc
d have had no pre

For community pharmacy

The outcome

A-rr eyl 2
| Il none ar only uue of: dysuria, new
|___| nocturia, cloudy U| ine; ANDIOR

[ ]

1t o check for a

Recommended care

| SL“ care and pain ratef.
Symiplems may get better anthalr own

| Recommend GP visit if symptoms:
o warse

el Hitle batter witl

At and ongoing

|_ If 2 ar more of: dysuria, new nocturia, cloudy
—/ urine; AND NO vaginal discharge

o UT)more lik

rriprove within 48 hours

o Sympioms ddays

| I If mild symptoms, recommend sall-
care AND GP visil if symptoms:

NHS

‘When should | get help?
Contact your GP practice ar confact NHS 111
The following symptoms are possibe
signs of serlous infection and should be
assessed urgently

Phone i hioner

and muscle

2. You fedd confused, or are very drowsy
e not passed urine all day
q

od N your uring

-Possible urinary signs and symptoms

) BR DN BBRBOMIEL R

Wipe from front J{III] 1o back (bottom)

Pregnant women:
| |!l suspected UTI =»

Options to help prevent a UTI

It may help you to consider these risk factors:
» Stop bacteria spmadlng from your bowel into your bladder.

aftar wsing e todet.

af | M you have a recurrent UTL the lollowing y balp
(.lani.an'll pruduu: and D-mannose: Y

a LT
nent may help; for

sidared

-Outcomes and recommended care

I PO RHLEHRSNDST
-When should you get help?

Antib

WDOANLTERDENEMN?

¢ -Self-care to help yourself get better

aw - mMore quickly

FYEBRSRLSBGHEHDEILITTT

-Options to help prevent a UTI
oo PREGRRAEZ PR T 5 - H DEEIRAX

. -Antibiotic resistance
e RAEMEREIS OV T
|

https://www.england.nhs.uk/primary-care/pharmacy/pharmacy-services/pharmacy-frstf

https://elearning.rcgp.org.uk/pluginfile.php/179949/mod_book/chapter/786/TYI-UT1%20 %20pharma%20V1%20UKHSA.pdf?time=1662378025848
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