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With the progress of medical treatment, information on drugs, efc. is overflowing on the media and the Internet,
and some of them are leading to uncertain information for the purpose of profit, and some of them are wrong informa-
tion or inaccurate information, and the effect on the patient is regarded as a problem. In Japan, information on public
pharmaceuticals for patients and consumers is provided on the Internet, but its utilization is not sufficient. In the Phar-
maceuticals and Medical Devices Act, it is stated that ‘‘Citizens shall endeavor to use pharmaceuticals, etc., properly and
deepen their knowledge and understanding of their efficacy and safety’’. On the other hand, there is a variety of informa-
tion available on the Internet, and simply searching does not necessarily lead to reliable information. It is necessary to
provide information with a mechanism to ensure that the information is reliable so that it can lead to appropriate medi-
cal care. Overseas, medical information infrastructure systems, including highly reliable public pharmaceuticals based
on evidence, have been developed. Examples include National Health Service (NHS) in the United Kingdom, Med-
linePlus in the United States, and National Prescribing Service (NPS) MedicineWise in Australia. In the era of digital
health, it is necessary to discuss issues and prospects for the construction and dissemination of information provision in-
frastructure that meets the needs of patients and consumers from the perspective of industry, government, academia,

and patients.
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[medicine name]*

Consumer Medicine Information (CMI) summary

This medicine is subject to additional monitoring. This will allow quick identification of new safety information.
v You can help by reporting any side effects you may get. You can report side effects to your doctor, or directty st
L - Bnchude ¥ oppli

fou
e fem moy aiireoor

[Insert boxed i tor i i |

The full CM on the next page has mane detaits. If you are worried about Lsing this medicine, speak to your doctor or

¥ This medicine i new or being usad differantly. Please report side effects. See the fill QM| for further etsils. [inchude if
applicable]

'WARNING: important safety information is provided in 8 bowed warning in the full Q). Read before using this medicine.
Drciuce it applicatie]

[Medicine name] contains the active ingredient finsert active ingrecient]. [Mecicine name] is used to ..

For mare informaticn, see Section 1 Why am | uzing imegicne namel? in the full QM.

Do not use if you have ever had an allerzic reaction to [medicine] or any of the ingredients listed at the end of the CMI.
Tak to your doctor if you hawe any other medical conditions, take any other ines, or or plan
pregnant or ane breastfesding.

For more informaticn, see Section 2 ist Zhould | ingw RRfore | Les IMEICRg NRmalZ in the full I

Some medicines may interfers with [medicine name] and affect how it works.
Alist of these medidnes is in Section 3. What if | am taking other medicines? in the full CMI.

* [insert statement regarding dosage]
* Dinsert sttement]s| reganding device use [ other important directions for use]

More instructions can be found in Section 4, How do|l gz Imedicing pamel? in the full CMI.

1. Why am I using [medicine name]?

2. What should | know before | use [medicine name]?

3. What if | am taking other medicines?

4. How do | use [medicine name]?

5. What should | know while using [medicine name]?

Things you O f , dentist or ph
should do you are using [insert medicine].
* [Insert other relevant key point{z) 5. monitoring of the condition | effectivensss of medicine]

35t [add other heakth pi Cpriste] you visit that

Things you ‘= Do not stop using this medicine sucdenty (if relevant).
should not do = [Insert other relevant key point{s]]

Driving o using | * Insert reievant | ing sy warningz oer oafore dnving of cpersting madiney
machines

=5
* [Insert other relevant key point{s]]

Drinking * Insert rejevant statement erinking alcohol while using the medicine

sicohol ® [Insert other relevant key pamt{s]]
ing = Insert storagy s, in particular any formulation-specific storage details e.5. refrigerate do not freeze
your medicine | « [Insert other relevant key point{z]]

For more information, see Section 3. What should | know while using [jnsert medicing]? in the full OMI.

Dnciuce =atemant of common side effects, and sencus side effects in particular that nesd to be noted ]

6. Are there any side effects?

For more information, including what to oo if you heve any side effects, see Section 5, Are there gy side effectz? in the ful CML

[medicine name]™ phoneti pronuncistion - optionsi)

Active ing [medicine active i

ion — optional)

During trestment, you may be st risk of developing certain
Side effects. & is important you understand these risks and
how to menitor for them. See adciticnal information
under Section €. Are thers any side effects?

c ici on (CVI)

This leafiet provides important information about using

pharmacist if you would like further information or if you Pregnancy and breastfeeding

have any concems o questions about using [medicine . - o

sy Check with your doctor if you are pregnant or intend to

:-enm\epregm

Where tofind information in this leafiet: Talk to your doctor if you are breastfesding or intend to

P ) preacifeec.

2. Whet should ! know befors | use [medicine name]” y other pregnency i Son specific
- 5 - 10 the medicine].

i Zhmlfiamiskrgohar Tegidraz

4. How oo use [medicine name]? ion-specific or

3. e should) know while usng imedicine name]” specific subheading(s)]

& amtarcarysige st *  This refers o amy medical condition-specific,

7. FProduct details ici it it i1

speaic, and/or sge-sp . Sl
relevant for inciusion for certain categories groups of
uzers, as applicable to the mecicine.

3. What if | am taking other medicines?
Tell your doctor or pharmacist if you are taking any other
megicines, inclucing any medicines, vitamins or
Supplements that you buy without a presaription from
mm.mmﬂmmmﬂ
[Options hers inchude either:

- subdividing and listing the medicines depending on the
mature of their interaction —an exampie of this is induded
Do not use [medicine name] it Delow, or;

. 2re alierzic to [active ingredient], or any of the - tabulsting these medicnes that have been rouped

%ﬁmmmammwﬁsm. ‘accorging to the nature of their interaction, or;

- if there is oniy one st of medidines, then ensuring that
the information is presented consistantly.]

1. Why am I using [medicine name]?
[medicne name] contains the active ingredient [insert
active ingredient]. [medicine rame] i [rsert therapeutic
ciass and expianation].

[mesicine name] i used to [insert indicaticn].

2. What should | know before | use
[medicine name]?

Wamings

Adwnys check the ingrecients to make sure you 20
Lse this medicne.
® [insert other relevant contraingications)
‘Some medicines may interfere with [medicine name] and
affect how it works.

planation of the nature of the i
mmpnsﬂ':lﬂei

Check with your doctor if you:

*  have any other mecical conditions [t any notable
ones for the medicine / megical condition here]

* taike any megicines for any other condition

® [insert specific precautions relevant to the mecical
condition].

Medicines that may ingregss the effect of [medicine
name] include:

* [ist medicines as appropriate]

[medicine name]* 1

ine name]* 2

Fig. 1. Improved Consumer Medicine Information (CMI) Template Developed in Australia

EERE A UVIRFEORINICEBICHRD S Z &0
REL YA FPOHEELKAL O~y TR=D
W2, MER OEZELEROBREK], [FEDO Y 7 A,
EOEBMFHESEDITT 2, RRAE<TD) &
DOR—=TZFZ Tz (Fig. 2). FYA MME<ILF
FNA A (PCKRUAR—h T4 %) ITHET 5
DI, TINAZADT 1 > RURIIKB LT, 7S
WERICHETYIDOEZ A THLL AR
TTFHA 2 EEALRE., by IR=IIT3, EEH
EH G OHEEMBZIED OTC D E S DM,
A ROFENHICETHFES —> a2 (F#E),
7z TEOREBHHEZEDITIT 20 1T, EOBEH
DS W OEHREED), EE2[ES LTHER
THIE, HOMKET DL, HEMBERNRE
DEENECZEITo> /2. 5%, —#f1—Y—ohz
BT, BRAZ74—RNv LT, #EOHDAHIC
DNWTHRIT S TETHS.

32, BERAITEERAMIXERR ENT,

BENFIATE D EERBEREZ, £7, WHED
ERHEELTHLHG, 5 TEEDEREUHE
NEEIND. WODOLIEFLENDNLHDT, ED
i, ik - HE, 2h6E - 2R, BIER7S E Highy
AR IEHR TH 2. HHOM > TWBEHEFHIZTDN
TESITHFANRIZWGER, ERAERS OB CE
ICHECBHEMTERE LT, TBREMERLTA
R 23 MO 7 Bk N IR R R R B 2 e 5 B A
(Pharmaceuticals and Medical Devices Agency;
PMDA) ®OH hTfREEINTWS, 17 JHAI, B
HOMNAFT DI ENHHRICE > TNDA, £0
fitl, PEEEBIfRE DS, BEIADLTORED LR EIC
HOFAZT HDIEHT 255 bMESN TN
%, [BFREELTA R OFERIZ, Si%EES
DELEIRGEEE T U TEAE@E N ENZH LT
KEL, TOERIIEERERZRDOHDREI
FESINTNS, 92013 1213, [EEMEREDT
A1 K13V RV EHEGREO®EE DU X 7 f/METEE)
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Y

ZEDULH T DR (REAEELR)

DOLBY - FEEDEREBAL FORER

BE - HEEOTERRERERY A

EEMRIA L are
BEOERRA AR - 301 A B P
MBEBERSHA L) - [<TDOLBD] HARE Nt T
‘ - Knowledge

B 0FU=S
—wans: IEEE
’3 ’ XEAR:
(« (‘ y ALEBD LEDBED
= = CEEETRl 2 0ed0os s huouiion meRs  (EE) Lanan
o e 0e
0 U LTINS 5 Cvvdnor o rusiicmn mems (FE) LanEn
| c RE 4 o
L FcBv o BRIR A 4 + /4ﬁ'ﬂr
BeRei ADES LY Srens] - A - e S
3 Cmnsn  OBFORNT oo gosrsahumnkimg  CORROT: BoSsActait
Laneas
BaREn 001 252
II oF V707124 rUDAR LS T“
5

(Lr )

2017407RET

3 LshBD 2017F07HE

|

ERAEER RR—K

FINE GRANULES

5 R  AHER
OFYTOTT S BUD ko

SRR - AATA
OFVFOTT>F FUD LK

EERRAR - AATH
OFVF07x 27 FUDLKEN

Integrated search for Drug Guide for Patients
and Kusuri-no-Shiori

Top page of Drug Information for patients site

Basic knowledge for drug use

Fig. 2. Pilot Website of Drug Information for Patients and the Public Prepared by the AMED Research Group

(Color figure can be accessed in the online version.)

DOxHEIE 7219 2020 42 7 HARFF AT, EEHE
L DOWRATSLE D PMDA B 1 kA D8I
14647 fRITxt U E AT 1 R O fgdkid 4350 &
A LEOK 3EFSTH S, Yamamoto B DFHE
TlE, £OHEHOIEHIEEI TdH 5 PMDA O—fik D
ANDORAEITK 10%, BEMEESTA R ©
RAIEIZR 7% S o 729 L S N7 EORIE
FRBIERNEE 2 EEOMRIC DN T S HEL
TWAEIEIT 1 EIfRE &2 MIcET 5 M8 A+
FTHoTz. F£7z, Doi 573, 2017 FIT R
127 #:D < T 0RO QY F 2L RIC [BEFMN
ST R OFE AT 72383 E D Web
T —hEERBLE TDOE 84t 5 EIEE
572, RMP O@EH DU X7 fi/MEIEEBHE L TO
TERFMERLT A R ORENCET - T,
TOEES T+ Thd) LEIELEERETD
TMN3.6% ThHo/-. 20

[ = S DR XEEHITHEC TR S N %
BHELT, ENICL T OHEEMEAERNEE
LTW5 IKTDDOLBDE NHsb.20 I<FTDD
LB 1L, FET RTINS LR Z 51T
ERREINTWA, Jexls, EFMEOHFED FICH
I NDARERIEEE L LU TERSIN TV, iFED
HBEIZDOWT Table 1 IZE & D 7~.

LML, —fOANZL, ZOmMEDENLEHICD

WTE<HEML THBST, TOFMRIEAITIIES
TwaWn, F=, —BNERRT P E2FERLT
MEEMA] 2 ANTHRRL TH, BEREERLT
1K B KFT0DDOLBV® Hhy S ITIFHTZ
s, BTE, oA, TEFRMERGT A R
B I<TboLB0E 2HATZICE, e
NOYA MZT> TRERT L2HENHS (Fig. 3D
step 0). 2, PMDA DY MZiZ, [EFHER
WA R O—BRROBET A MRS TY
B, MBYA ML, EREEEEERC-D2f6
AL, foEHRD ASEERKRERD, NRVES
ENEN, 22T, MEOMBNHEEICTESHE
ELT, THREMEERTA R K I<IDoL
B0 OYA ~EXRITL /= Google U —F % &
ELN, MoEHRBLIHTSEREL S
(Fig. 3 D step 1). FEHESIIZOMBFITHEAL L 72
ERBN—EIZTENUL, FEEOEVWRRIZRS
EEZ, FT, XML F—IRXR—A&2HALT DR
R A SOHEEZRATZ. 2O XML F—4 X—2Z
X7 SQL 7= X=X &8’z D, 7F Ak
N—Z D XML 5 —% & Web 4 — /\/Z1F TEIET
LSRMZER > TS, R NFZi#HE LD Y]
d—REHWT—RAG LTI —Tm3FL, 7
W—TRNIZHAXERHIUL, 1 RHO AL
WIF TLBOHD] OFRETDIET, HRER
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Table 1. Comparison of Drug Guides for Patients and Kusuri-no-Shiori
Drug Guides for Patients Kusuri-no-Shiori (Drug Information Sheet)
Year of introduction 2006 1997

Producer

Marketing Authorization Holder (MAH)

Marketing Authorization Holder (MAH)

Manager

Pharmaceuticals and Medical Devices

(PMDA)

Agency

Risk/Benefit Assessment of Drugs-Analysis and
Response (RAD-AR)

Intended use

Accurate understanding of prescription drugs and

early detection of serious side effects

e Use by patients

* When used alongside healthcare professionals to
explain the drug to patients and their families

For healthcare professionals to practice informed

consent for use of drugs available

e Facilitate drug communication between health-
care professionals and patients

¢ Have the nature of Patient Medication Instruction
(PMD

Preparation of criteria

e Manner of Preparing by Ministry of Health
Labour Welfare
e Relevant Notifications

Criteria for Kusuri-no-Shiori by RAD-AR

Specification

A4 size 4-9 pages (6 pages on average)

A4 size 1 page

Creation range

Drugs that should be used with special care

¢ Prescription drugs with information on proper use
that should be especially cautioned to patients in
order to promote early detection of serious
adverse reactions

e Normal risk minimization activities of the RMP
(Risk Management Plan) for new drugs

Nearly all drugs in outpatient prescriptions
(including some injections)

Public awareness

Approximately 7% (Jpn. J. Drug Inform., 20, 180—
188, 2018)

NA

Availability Website: PMDA Website: RAD-DR and PMDA
Format PDF file HTML format, Word file
Misc. English version available
¢ Drug Guide for Patients (DGPs) available from PMDA website
step0 | ® Kusuri-no-Shiori (Shiori) available from RAD-AR and PMDA website
¢ Google search specific for DPGs and Shiori
stepl
* Integrated search for DPGs and Shiori
step2
¢ Possible considerations of the coordinated or integrated
step 3 version of DPGs and Shiori
Fig. 3. Online Search for Drug Guide for Patients and Kusuri-no-Shiori along with Possible Considerations

EmEOEFEL K-> 7= (Fig. 3 @ step 2).
EHIZOREEEZREFT S L, —ROANITES

T, mENELE - HEIL, AL T XD

BHEICA—Y—TL R —RigtoH D D 1D

ELTEZALBNS. IKTODOLBD® |3 A4TA1
X1 R=DEEBICEANBRIENO N MTEE
HTHNTWS, TREMEEGT A R 1E, A4d
A XT6XR—TREEOERET, FFICHEZL THE
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DNREFEIEMITH LU TIER SN, HERRIEHDOIE
RIZOhnd L il WidiiE s> Tws, L
MNoT, IKTODOLBOC IR, TBREME
AT A R OIIFEIAR & U7z, WE OB TEES
Hbns

¥7z, Doi & DEEEAAEICHT HHRERRICH N
T, IKT0DoLB0® & TBRHFHERDLT 1K)
OMHFVIIATLZEICHER L - XETHERDHEZNT
EBHD, MADERIFAHTHD, TEBE5M0F
FHTRW) OEENTEES 250kl EbERE
LTH5.20
WEOFRZIEN L, BHRERZED 5012
EMA @ PL®F4—Z FF U7 ® CMI O ULE)N—
N EFERS— R 2 A G DR AR NS E IR
A5, WEN—FOIEH LN — N OEBIEFE U
T, M5 THERELTELW I SI3pERM, #
U <HID 72WGEETEEHE O ANRITIT< 2 &NTE
%, BUE, TREMEELTAR & <DL
BO® MG EOEREHIRILETECS L LR
N5, BEAORESCRE HIEREITENWDA LN
5DT, NEDFHEIND Z EFETHIUT
KTVDOLBOC NRHEIS, [BEWESRELT
1 R) SEERIER > 24, W ORI EE - )
U7fREE2R=T2ENTENT, BFITELOTDH
FEFITESTHAY y RPRKREND TR E
%% (Fig.3). EHENEEHELEFICTESTH,
IR feE L IEROEF OB AN S BEMT, B
BT L TR 2 7TRAR— T + V% 2FHT
UL, WEOF| R EIEN LI HATRE & B 5.
4. BHYIC

B - HERED, HUSEREEBEALHDITS
ZENTE, pEREREZHEMRTCE, ZRITXDHE
IZITEN T E S EE S O EM 2 #EEd 2 b
THLHRETHD. HEHE - BEMTOER - EEH
ICBET I, BRI, EENEEE SREN
IN—hF =y FICEDE, BN EZ LA L
—FEICIHRBES B ERET D EVND 2T — R -
FTarVar - AF2T GEERERRE) a2
d—F 2 ADYR—MIRBETHD, UZXT + XX
T4y hdZIazr—2ary—)LELT, 0L
EF > AZRL TN ZEMRDLENTWS, Fik
FNZIE, A7 LR BB Y% & 72 D 26 < D REEAEL
ko ARG & s U 7 RS e IC B I 2 i

AT LDOWESLRFENEEND. ZOX D IRufEN
BEMR AT LADEKITED, BF - HEEITBW
TR D W o EYIEHRC R R ITBE S 2 D
IELWARG DS, tHRITBIT D EIEHNDEH
PEREEL, ZETHREDOSWEROFEE, =5
i, 77 EAXMOHBRENVAT Y AT I
NDERBEMDPHFHFEINDEITHSS.

SE AP0, ENTHZERFIEAR A
RIS BH TR 15 35 L S5 LRI AD - SRR 7E 3 2
GREEHES  JP19mk0101114) THH - M H
AT O EEFEHEHRORED D D HITEET 058
(FFEAREE ILAERT)) OBREZT Tirbh
HDTHD. AWFEIC T 11EW /- PMDA H 5
AL KEE 2B, BIU#HET, <IT0OHEEHRER
EARBET, EEFE R, HAREHAERHEGS B
TS R O EEERLR Y /INE 3638 O & [RITHR#
ZUET. F7z, RFFRIEOREAY: Filifdk,
REARY AJLMSE, MRS Bz, SR
R ALEERT, HEHERRYE VopkmE & O
THEDERIC, EH#WELET.

MR PR NEHZRA TN,
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