K5 BFRIROERENN A EEFHRZAFTRREORS (12174)

EE N n
0 53 13 24.5%
1 160 68  42.5%
2 298 147 49.3%
3 359 224 62.4%
4 237 165 69.6%
5 129 99 76.7%
6 35 30 85.7%

trend p <0.001

#£6 BERIROFMAFEN AT BEFRE AFTELRZEOCEES (12174)

FI A N n Ay Xt 95%{E RE X [ p

JmlsE = 640 312 48.8% 2.31 1.84 2.91 <0.001
=1 631 434  68.8%

B9 i3 961 537  55.9% 1.63 1.25 2.14 <0.001
| 310 209  67.4%

fE2H% R 3 1070 599  56.0% 2.14 153 2.99 <0.001
=} 201 147 73.1%

RiE-FA = 502 230  45.8% 1.36 1.08 1.71 0.008

, =} 769 295  38.4%

5 i 544 272 50.0% 1.87 149 2.35 <0.001
' 727 474  65.2%

A 3—Fyk = 273 115 42.1% 2.36 1.80 3.10 <0.001
' 998 631  63.2%

FyXLLIFFREEBEDA VR LERDY
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and Language. 1986; 25: 571-587.
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Behavioral Decision Making. 1996
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Drug Information for Patients (Package Leaflets) , and User Testing in EU

Michiko Yamamoto,*” Hirohisa Doi,“ and Aya Furukawa®
aShowa Pharmaceutical University; 3-3165 Higashi-Tamagawagakuen, Machida, Tokyo 194-8543, Japan: and
YTAMA University of Medical Risk Menagement Center, 4-1-1 Hijirigaoka, Tama, Tokyo 206-0022, Japan.

(Received September 20, 2014)

Patients and consumers have desired high quality drug information in their pharmacotherapy, and are entitled to
receive it. It is desirable that the information should be aimed at shared decision-making between patients and healtheare
professionals about medications. The quality of drug information available to patients should also be assured. With an
aim to improve the quality of “Drug Guide for Patients’’, we investigated Patient Information Leaflets (PILs) which
are approved by the Medicines and Healthcare Products Regulatory Agency (MHRA) in the United Kingdom (UK}
with regard to the criteria of development and user testing for assuring the quality of the PILs. In the European Union
(EUY, these are called Package Leaflets (PLs), PILs have been a legal requirement in the UK since 1999 for all medica-
tions. The user testing of PILs has been implemented as evidence since 2005 so that people can rely on the information
provided in the leaflet. Execution of PILs which follow the guidance of ihe user testing, according to the guidance of this
user testing, would refiect the views of patients. Here, we introduce the development process and implementation of user
testing of PILs. In terms of readability, accessibility and understandability of drug information for patients, we need te
discuss involving the public in decisions on how its quality should be assured and how it can be made easily be compre-
hensible for patients, in order to make effective use of *Drug Guide for Patients” in the future in Japan.

Key words——Drug Guide for Patients; user testing; patient information leaflet; package leaflet (PL); drug informa-

tion for patient; risk communication
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Table 1.
formation Leaflets

Order and Content of the Information in Patient In-

Identification of the
medicine

The name, the active substance(s),
the pharmaceutical form, strength of
the product should be stated.

Therapeutic indica-
tions

The conditions for which the medicine
is authorised must be listed. This sec-
tion should include any benefit infor-
mation considered appropriate.

Information neces-
sary before taking
the medicine

Situations where the medicine should
not be used, any precautions, warn-
ings, interactions with other medi-
cines or foods, information for spe-
cial groups of patients (pregnant or
nursing mothers), and any effects the
medicine may have on the patient’s
ability to drive.

Dosage

How to take or use the medicine in-
cluding both the route and method of
administration, how often it should
be given, how long the course of treat-
ment will last, what to do if a dose is
missed and if relevant what do in the
event of an-overdose and the risk of
withdrawal effects.

Description of side
effects

All the effects which may occur under
normal use of the medicine and what
action the patient should take if any
of these occur. These should be listed
by scriousness and then by frequency.

Additional informa-
tion

- 661 —

This covers information on excipient
details, a description of the product,
registered pack sizes, storage condi-
tions, name and address of the MAH
and manufacturer.

Accordance with Article 5

FEBE U 7. 9 PIL OfERICEIL

9(1) of Council Directive 2001/83/EC
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(QRD hu-
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Table 2.

Comparison of Authorized Medicine Leaflets for Patients in Japan, EU and USA

Regulatory Agency

Japan (Ministry of Health, Labour
and Welfare)

|1 EU (European Medicines Agen-

cy; EMAJ, 2. UK (Medicines and
Healthcare Products Regulatory
Agency; MHRA)

USA (Food and Drug Administra-
tion; FDA)

1. Package Leaflets (PLs)

Name Drug Guide for Patients Medication Guides
s 2. Patient Information Leaflets (PILs)
Encourage patients * Help patients participate fully in . T
Objective = 10 understand medicines properly |  concordant decision-making Help patients avoid serious adverse

= to detect adverse reactions carly

» Facilitate safe use of the medicine

events

Literacy skills

equivalent to 14 years old

equivalent to 11 years old

equivalent to 11 years old

Targeted medicines

. Prescribed drugs with informa-
tion calling for proper use by
paticnts

. Risk Management Plan (RMP)
components

[N

. All medicines (since 1999)

2. Risk Evaluation and Mitigation
Strategy (REMS) componets

1. When the Agency determines that:

« certain information is necessary
to prevent serious adverse effects

* patient decision-making should be
informed by information about a
known serious side effect with a
product, or

= patient adherence (o directions
for the use of a product are essen-
tial to its effectiveness.

2. Risk Evaluation and Mitigation

Strategy (REMS) components

Provided mode

Web (PMDA*) only

1. Printed materials (package insert)
2. Web (EMA, MHRA, eMC)

1. Paper handouts
2. Web (FDA)

Description of Ad-
verse rections

Serious adverse reactions
(Not required to describe occur-
rence frequency)

Serious side effects and Common
side effiects
(listed by seriousness and then by
frequency.)

Serious side effects and Common
side effects

(Not required to describe occur-
rence frequency)

Table of contents | No Yes No
*Pharmaceuticals and Medical Devices Agency
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TR BESRIEN S HHE, BB EEN
BHolBBERETHS.

A—HPF—F A MDHA BRI Ll L~ —F
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& X % Fig. 2 IR Lz,

D 7 A PIL O
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MA holders*t prepare the draft
of Patient Information
Leaflet(PIL)

qualified to administer the user

MA holders request a suitably
tests of PIL

The agency performs the user
tests

{Aiternatively, MA holders can perform it shemselves }

MA holders submit reports of
the user test of PIL to MHRA*?

Assessment and approval by
MHRA

Fig. 2. Process of Patient Information Leaflets (PILs) De-
velopment Leading to Approval
¥Marketing  Authorization holders. *Medicines and Healthcare
Products Regulatory Agency.
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Prepare a protocol for
Patient information
Leaflets

™~

*Participants recruitment
sinterviewer ralning

1 !

\ !

Main tests 2 rounds

vt oy, Tatmte-ine, TTned
t5 ot inperviees

Repeat tests until the PiL
satisfies the criteria of

the main tests

onetoan, taoe do b, Revttes
wets of intersiens

I Pilot tests 2 round

(10 peapie zach} {36 people sach}

-

Fig. 3. Flowchart of User Testing for Patient Information
Leaflets (PILs)
In order for PIL to satisfy the eriteria, (1) $0% of the participants (18
out of 20 people) need to identify relevant information on the PIL and (2
50% (16 people) of those whe identified the i
the content of the information,

ion also comprehead
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Review of Drug Information Provided to Patients from the Viewpoint of Hospital Pharmacists

Takao Orii

Department of Pharmacy, NTT Medical Center Tokyo; 5-9-22 Higashi-Goranda,
Shinagawa-ku, Tokyo 141-8625, Japan.

(Received September 20, 2014}

Risks for patients and consumers can be minimized depending on how they are provided appropriate drug informa-
tion. Therefore, from the viewpoint of hospital pharmacists, I would like to report on how information should be
provided in order to minimize patient risk. For example, there is an ongoing opinion that the provision of easy-to-under-
stand drug information to patients and consumers ‘‘does not appear necessary’’. The reasons for this include the follow-
ing: Because the level of understanding varies greatly among patients, it is difficult to define what “‘casy-to-understand™
information entails; rather, it may cause misunderstanding. These problems occur repeatedly if they are resolved by in-
dividual institutions. Therefore, it is essential to standardize the drug information provided to patients, that is, to estab-
lish a system to transmit drug information to patients and consumers. Regardless of whether the development of a
hospital information system is in progress or not, it can be said that the development of such information systems is
gradually spreading outside of hospitals and the situation is changing. From the viewpoint of patients, medical services
are not limited to those from hospitals. Patient-centered collaboration between hospitals/clinics and pharmacies (but
not the collaboration between hospital pharmacists and community pharmacists (why not?)) can provide good medical
services only if patient information is shared, It is essential to establish a system for providing a drug guide for patients,
in order to have patients understand drug information. The preparation of Drug Information for Patients would pro-
vide health care specialists a communication too! that helps minimize patient risk.

Key words——-patient; consumer; hospital pharmacist; drug information; communication tool
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Fig. 1. Do You Think That the Drug Information Sheet Currently Provided Is Sufficient as Prescription Drug Information for

Patients {OTC products are supplied with package inserts)?
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Table 1. Do You Think That the Drug Information Sheet

Carrently Provided Is Sufficient as Prescription Drug Infor-
mation for Patients (OTC products are supplied with pack-
age inserts)?
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Table 2. Do You Think That the Drug Information Sheet

Currently Provided Is Sufficient as Prescription Drug Infor-
mation for Patients (OTC products are supplied with pack-
age inserts)? —Not sufficient. ~»Then, what would
be?
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Table 3. Do You Think That It Is Also Necessary to Provide
Patients with Prescription Drug Package Inserts (Patient
Package Inserts)? ~»Naot necessary. ~Why not?

WA - HiE

cbHHoTHTHITHRTERN

© BUERNCIBRGC RS U IRAIC i e e ¥

o WIS < Spe < BN 5

o SCRINEAS L B R R IR T R R o

* .&iiﬁﬁiéf»“&”%ktﬂmkm%m 2} T8

o HHUCHF L 2 gt iud L

o WG - MBREBHFOTREHB DL IO Z N
W35

e DM B BT 2 BN H BT

o IBEAURRL {*@W@é%‘f{ﬁ? IR o k)

s BEITBEREWETTRL
CIEICKOARLEGATLUED TEICHRDAS

. s‘fl*’i)ﬂ EHREHFENTODRD

RESCHEA 25— ﬁ/hx%kép&ﬁa
HRDH BRI L ThhD &bimw JtTé

WFaly) 1, BEOBRERET LTI L WLER)
TE5, %ﬁé%ﬁ&%%M%#%MT%’am
HEHERGSHO S ATF ML EEEAD, B
FREESEROERIZEBEOY XY Bi/j\ﬂﬁmf_ﬁb
DAZalr—al - V=IRLEEERD

FEIEICBY A EHE LT, BICReu B
JAZAI 2= —3a ICETAHEEIIONWT
i, e O M B R O 72D O E
HBRTHOHVH FES BHESCBLTY
BHENTVS, BEKOUAZERFTT v &
@Ai)ALDmTﬁ:fH& BE L WMWE
LU, RENAEEEZEELATSRU AT
Iazh—val, TROBBEOMHSE TERR
Wy TBU A TR & TS O—EolRSD%
BWTHD, TOLDICIBEEMENHO BTk
e MEfSharhdksizn, if: b
WASEUNZHE I NARNEEITE, FoEcET
TOREIHFRREMIC S 5 S E ATk ei
W,

AWE TS TEE TR HEESOEH (i
FESESICRBEIXENRMAINTNDS) HF&L
T, BERfE N Th53H0W GEH <o
EBHMYY EVIHIFEEBIIDONWT, Ma&iR

TRV EOEBHEEMELENEIEIILD, B
FITRTHHMO B D HIT DO THHITHETT D4
BOHDHIEAREENE, ol Eaiang

Presented by Medical*Online

288 YAKUGAKU ZASSHI

Vol. 135 No. 2 (2015)

ELREFRITE, THal, #HOFOBREMAREL
TWb) (HEVEMEEHE TRV, BURZIET
EDHEES) BERCHEEMZ DL TR NE
WHERBITE>THY, EREEOKLWOHOED
N KOBENRERNS D ERNERD ) T
ML, BENHREZRCHTIG) BT L
NI TR WA TWB T E 0D A A —
DT 54 U BEDEEDEIR DML A
%ﬁé{’(%v'(%&wc‘:uw IREDERM S, HWE
BRI N TV ABHNATIEEOL E AT
WTWRW I ENEA .

g EIEARV EOREFICHL, (T,
EDID RO ESEENL DM 2 ST
S DWTHE, THAHA - 5l L TH3EAI
DWTKE, #HLOREFEE TH/HMRELTIEL
V) GRESCIHIERBERE T SR T,
BEPHTHELOHEATERL TIRA Lo
BAL A ERD JFIRICBET AR Ho
BRAGSNE, RALOREEAEL TR, NEiz
L, 2R RS, SR 2T 28500
BMEHAAEL W) TEIEOPTO MEE LRI OER
WuREsE), TRMER. &8, R, fkao &L,
MBEN LI EULTRIEDOS S HER
DXH T, s, BIEAOEE &
THREG I &3 Y /uTtAéEODO) EDXDTE
HEToORGIZOVLTE, EHEETTL
EIDOTBEPETH JZ‘J\J EWVIH B RAE S
7. BREE O SN H #ﬁn"ﬁﬂi{uﬁ)\a}
HFPCREROSIBIBTTLEYI I EME AN
5. BIEPRITEZUTIHEEE - TERT S0
HERHBFEEEASL.

BEIE U THERH R MIRAGE Ghgmx
SRS DIRIAATERE L8 2 S0 SO
LT, WEEEEA G T HE%N 35 4
(42.1%) fGohik (Fig. 2). TWHEEEZRNVY &
EELMEEUT, MRASGEONEZB/MT S
WSS 5 (EMMERS {FDLNTHH0))
T#EFz ctlﬂ/f\zcﬁ:‘iszi ZEIIHRDES
EESOT) TEHEMGBBICEE L, REELD
TLESOT) TBIEOERBERES & R RA
SCGETHE, BEIKETOBREBNETEL LR
STHEMMRRNED S HFENTEINTHED,
FEILER (%) PR THU &m0 OFHERA T

HE[E%r2(2.4%) Ei%
. 13(15.796)

EBEHVRAN : .
33(39.8%) H RigL:2

B M

FRIFN
35(42.196)

Q-Enﬁa:xe n=83

Fig. 2. Do You Think That It Is Also Necessary to Provide
Patients with Prescription Drug Package Inserts (Patient
Package Inserts)?
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Findings from a Questionnaire Survey on New Guidelines for Preparing Drug Guide for
Patients and a Perspective from a Pharmaceutical Company as the Information Provider

Kazuhiro Asadat
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Manufacturers Association (JPMA); 3—4~1 Nihonbashi-honcho, Chuo-ku, Tokyo 103-0023, Japan.

(Received September 20, 2014)

Draft versions of two products of based on a ‘‘Drug Guide for Patients’” have been prepared the guidelines
proposed in ‘‘Research on risk communication between patients and healthcare professionals regarding information on
safety measures for drugs, efc.’’ by Health and Labour Sciences Research Grants. We conducted a questionnaire survey
on the draft to identify issues regarding the contents and their preparation from the viewpoint of pharmaceutical compa-
nies as authors. The questionnaire results indicated that, the segments of the contents of the “Drug Guide for Patients”
based on the new guidelines are generally acceptable. In this paper, the author offers proposals to address issues regard-
ing the preparation of easy-to-read contents for patients and strategies to promote the overall understanding recognition
of Drug Guide for Patients. Drug Guide for Patients are expected to be utilized as materials providing information to be
used for routine risk minimization activities of the Risk Management Plan in the future.

Key words-——Drug Guide for Patients; draft guideline; questionnaire survey
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Table 1. Departments to Which Respondents Belonged
(Number of people)
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Patients’” (Number of people)
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What Is a Medication Guide Suits Patients’ Needs?

Tsugumichi Sato

Department of Pharmacy, Faculty of Pharmaceutical Sciences, Tokyo University of Science;
2641 Yamazaki, Noda, Chiba 278-8510, Japan.

(Received September 20, 2014)

In order for a patient to read a medication guide and develop appropriate behavior regarding use of the medication,
the guide should suit patients’ needs. In medical care, the primary needs of patients are preventing/curing disease and/or
relieving symptoms. Certainly, patients would like knowledge about what can be expected after taking a medication.
However, current “‘Drug Guides for Patients” are based on drug labeling, which is essentially a medically sophisticated
instruction manual for medical professionals who have existing knowledge about the medical treatment of the disease.
Thus, there seems to be a gap in patients’ needs and the contents of existing drug guides. Consequently, this disconnect
may be part of the reason Drug Guides for Patients have been underused. If a patient treatment guide, which gives an
overview of the disease and possible treatment strategies, is provided in conjunction with a drug guide, this combination
may be useful for satisfying patients’ needs. In addition, patients generally prefer detailed drug information. Consistent-
1y, surveys have revealed that many patients would like to get more information about prescribed medicine than what is
frequently provided in medical practice. Furthermore, one survey reported that detailed information about possible side
effects resulted in improved compliance. The need to provide patients with drug information can be considered from
three points of view: patients’ rights, best decision-making by the patient, and minimizing risks. Although in daily prac-
tice doctors and pharmacists may have some difficulty providing detailed medication information that includes all possi-
ble risks, more effective ways to communicate this information to patients have been suggested.

Key words—Drug Guide for Patients; drug information; patients’ needs; patient-centered care; risk communication
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(1.7%) ThHokl bzwliEl Twa, x/k AW
5 01DNE, AMbFvrE2EadaslLinl
FT, BEEEEST A RICDWTHWEZEZ &5
BEMNIT0T AR 262 A (15.3%), FALZZ &8
HBHEMIAN Q1%) THoI EHEL T
B, En, Ak (201391, EREEEOHEA
BB B RERMERLT 1 RORME, ¥ET
34.6%, W TS51.4% THD, BEREIELT 1R
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?‘%ﬁo'ﬂ\ CEELEHOS B, ThERIEHEE
il EMBEEHEEALOIEERT91%
o Riko 10%), WEET 1% (HEREFRED
4%) THHIEFHEL TS
T, EEmESET ?“Dﬁ’ﬁf" SHZIBHE
NAUE, BECFEREINEFEHTHLSIIRET
HA DM, BEVERETC REFA, BULTE
*‘»&: i, \;Mi‘;?ff RBED -2 H - T
ZEMRETHED. AHTIE, BERICBILE
i’% _.—Z’rx%i”rﬁb. o, HBEEEES AT RAH
BICERINE OO FEICDVTERTS
2. ﬁﬁ“a‘s(f‘é@%@"—?{
BHIIBITSBEOH O~ X1,
@\%ﬁf‘fﬁ@'ﬂif;/’%ﬁiﬁéﬁa BWXER OB TS S
5. TEHFETEL, BEEICLBEN - BERRE
%H DRVT, BEENE BT EL
. BB TEREEEREG S Pl
fﬁ, TEBIITHEGE D OBEEERRD 2L, M
HORHEBIDINEFERED W o B
O¥ (QOL) L2 —XHHEETHS. £L
T, BEHEEE0 IR 2y — g rinsnT
H, SHECHRBORMLEL NS, AhE
5 *%ui&br&ua DEERSITTELLE

E (1990)0;&, ??*ﬁfa"f@[iﬁs‘%‘éx%m%ﬁkaw”cm
FHER - A0y THD, TZoy
FETHSORSIZRDION Y NS L ETH B
EHARTNS, HEEICh-HSEBIOREES 2
BOMY EVNDRERPATBHFIIEHT, 87
DHOOFENET 2RI @kf%ﬁ_@m%
v FLT, BEE EASL S0 ET
MFEOM 2 EELDTESD. iLU’J Eabst
%ﬁk@ L, ERFRCRT g MHIBTESOM?

HENEDORELOMB I 2D 2 EAWET
50’:5. FOBERIZ DTS EICHEARSN, TEA
Az EnETiudiuane, TUA7 &R
THBDITMET &MY 2H> TudE, %0
BaHO I EMTE S A LN, Herxheimer
(2014) 1, SEEAEETIC B S EATESGA AT
BhARURERGRLIEE, FOA—U—TH

ERRTN S

3. BERERRI/A ROMEDH

IDEIBBEO X EHEA o L&, BEGE

FRESBT A RIEENEM- T2 E0RER
VDTHADM?  BEWERGT 1 RIZBEFET
OEMAXHEEGTENTSED,Y ZONER
TROCEORNEICHERL, EHENRNELRS R
Witz ERRH SN TLS, LEkdsT, 0
R, EERERIT OBRM ORI T
NHREEICEE TN TS, O, EERER
HHCREOBER DO IHROBEII DL TIR
HioTnd I EEFHRIC, BBV TEOR
fig . whE, M- B, B EoREREERERL
Jo, LBBEEELRIEETH S, o, BEE A
HOEFORECERBRIIONT, BENSHD
BEOHIZST TN TS, FHCEBLTNS &
HEARLESENEN. %@&%7 fﬁ HEOR
D PSR T S B BERERES T 7 RERDIEY
Tk, L”LP$&@W~zfiﬁ ﬁt';&m
TERNOIERRTH S, JOLDI, EFIBY
BIFHO D R IR M@ 181 il
DRENCF v o TS5 T &N, BEMEREST TR
MELERENALIEO—-FHER>THAL ST
ﬁi“)j(

4. m%mwﬁﬁﬁ4kwﬁﬁﬁ

MEPERRT A FALOBRMICER I NS L
SITRBEDITE, RBEEA S MY BEE
R A R AR, BEO oI RN
ST BB e Lk EbRS, RS R
TEEEB T2 A TERSH 1 REEHTHE
S RIZHTS mfw LOPHBLEEST
HABD., FOEDIE, BERTEIET T REBE
Wﬁ%&ﬁ%ﬁﬁtj%*&& B AAES R
B EBRTIRRNES I, FAKE, SiUEDH
FEH A B &I E R OBEEOEERT 1R
Fly FTIRETSRETH S,

HEEE, BERTHAET 1 RICEYETHE<O
WERBESRARBETRENTSD, BH - Hik
W, ded, BEEEEREN, WME WEAe¥hE0Tx
T b, B =T Ly MREXTIERTR
1, HHOEROFEEBEPEDRBICIETLIEEER
LI EMTES, Lipl, B3 - FiEnEs 080
B L O T S Bk raWW??t
120, T RIS T 5EHEE L AFL,

Nﬁ&ixmﬁ4waﬁ®mb%wwa k
T, FNEHOHFEHRET DERRLE RS, L
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ML, TOXIRHRICREINICT 7 A LED A
THHOKEZT> THN RO ORIGET S &
MTEDZUF I —2HOBY - FRIIPERTHS
5, BEPLOEREHERT SO, BEROBE
2B TSR DI 1 R EBEERAT 1 R
MO BWETIRIEI NS Z MR ETHB EEbh
5.

—JER9IC, BERTREET 1 RICE, UTORE
HEENThWaEdnEBEbhs, QDEALRIHR
ek, R, WROBEARBRE @LnLkD
IRIGEEEN B B 1 B L ORI, SRiiEERET
HEBERM S DFH, BPHEOKXKENREFEO
Lo, QBT I OB ENEREZT 1w b A
RO, BAORRIIES 0N, EREMmS
<o, WOITAXL LD, BRERERSRLh
mEOR%Z. OBRICED U Y IR0
CRZ VSRR Ol GREECED 4R
NOBE PR O SRR, GBS, R
g - B2 E. @REAE REBED TReED
FHAECEL AH, BN, B RS

5. RORAHCRODEEO=—X

BEMT OMOBIIRICIL, BEWEEST 1R
DEMZ, FEIRG I LSRN S B IS N5 EH
IRAGE R SIREN S RIS
ITOOULBOY BEFHSH, KTDOLBY)
1k, <TDOMIEHEAREENEDET 4 -y b
AR, BEEGRICE DIERINTWS, R
SRR VIR L WS, A4 ORI Tl ES
T, BERAROBENS N0 BLIE TR S
NTW5, BEMERHTRE, KTLOLB
V) CHARTREITH O, BAOCEICHEIL 2%
MER—=DICE> TRREN TV S, Table 11T
TS MEEST A FOEREFEVICED ShS
FEESST A RORRIEE & RiEr 2R

EFHERAE, (KT DoLBY), RUEHN
BRI A RERRT 5 &, —RIKBEEFCRDEL
L WHRASDRENTWAY, BFEOBICHENT
B RIRICEOBRERELWERERIT D 2 &8t
BEROTHADM HHNE, IREEEHETOB
(R E D& D RO HIAEZE N5 0Ny
BOEADM IS OEIZ DV TIRAEOMTHE
HETHHH, BEFERGT T BICET SR E
MBRELET Vr— BN R B &, BEHRER

Table 1. Headings and Order of “‘Drug Guides for Patients”
Determined by the Ministry of Health, Labour and Welfare

Order Heading

T e F 2 BT

Year and month of creation/update

2 3¢ 4  Trade name

BEFEESRGT KIZDWT

About the Drug Guide for Patients

T DBEDFHRIX?

What is the effectiveness of this drug?
TOEEEDHIT, WETREIEEZ
What you need to confirm before you use this drug
6 [ ZOHEOHILFIE How to use this drug

ZOEOHERPIREDT RIS BT &Y
‘What you need to be careful about when you use this drug

8 (TOIEDOWIL? The form of this drug
9 [ ZOIZEERTWABDIX?  Ingredients
10 {ZOfl Others

ZDFTDOLTOBEBNEDERIE
Centact information

1

G REEENBOEFIERATESLEATY
HOE3T%TH O, MOMEDE WD HHH
LWEDBRMBEN > EMRESIN TS, &
ULZ, SBICERE D ZBICHEEZUROK
S/ BFICESROMSERYEETS Z SIEHEWT
<, AN VIEDERRA 1 R EERMSH
FRNCIEM T 5 2 LI EEEN B B & Bbi s,
TR, BEE, BOonTEQLI R,
FEOFHBICEOBREDHELEIEZRDTNREOR
BIHINe TOHEITOWTHE, bOAETEENDE
ES RSO L EESERBERE IR EHE N
B &I e 1990 FALLE, W< DM DHEM
b Tns, BEHINRDHEHEBEHRONEICH
U T HATHDONRAEORKES % Table 2 [TR
TOBEE, BOICEER, BIER, RGBS EI
DWTHDEWEESTEY, #HEER RAHeh
/) T B0 S R . SR O TS
ARG O IHLERDREDMEI 2D En & DR
Hiaizn,

[HIORL X DWTH, BEERHEAMNGEY
DEFEICHE D EPMESIN TS, WEHS
(2002) '3, WEERICB WD TER L /- SAME8IR e
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Table 2. Contents of Information on Prescribed Medicines
Patients Like to Know: Results of Questionnaire Surveys

Information on prescribed medicines
patients like to know (proportion of
the patients) *

Year of!

Authors survey

Effectiveness (76%), Side effects (73
%), Reason for medication (37%),
Drug name (25%), Expiry date (15%)

Side effects (66%), Effectiveness (61
%), Drug interaction (26%), Drug
name (18%), Ingredients (15%)

Zgrazaki et 194

Ishizuka et
Ishizuka ef | 1997

Igfgecgveness (81%), Sid(e eﬁe)cts (72
" %), How to take a drug (44%), Drug
RAD-ARI#| 1999 {po0e (30%) , How to deal with side
effects (27%

Eﬂ)‘ectivencss (84%), Side eﬂ”e)cts (70
- %), How to take a drug (36%), Drug
RAD-AR™* 2005 name {36%), How to deal with side
effects (25%)

Effectiveness (91%), Side effects (69
Suga ef al.' | 2010 19%), Precautions (52%), How to take
a drug (35%), Price (29%)

*Top § are listed. Terms different from the original words are used in the
table. “Kusuri no Tekisei Shiyo Kyogikai.

Fo D ORI E ST LS B LRI 7
- MEERT O ER, BEMOL e
HEHOFETIOEEFLADIZHL, STk
ISR WHRAERELAZEEZHWELTVS
(Table 3). (L& S (1996)91%, BEMiM (<T@
LB GIEATHONE 1994 ESBEBED DO
L DRRERBERRTHo L) 2REELEBERT
- hREERFTOKEE, BEM, <TOOfE
H, £ELORE, <TOOHEVWHIEZOVWTEL
28%, 24%, 21%, 2% DBENLVEL VOO EHFH
HLAOIKHL, JUBHELbOEFHLZEHL
2-6% THO I EEWELTNEB.,

NS (2005) 194, [EM & EREEEE (—l

R) 2W8ETH7 20— MRERTL, EMiEE
Bz UROEIRE D HBERHL WS & E-
TWEH, EFEEEE- ISR EREftIh Ty
HEEEEMLTOWANIEEZHREL TWS, EOD
B, BUER, fiad, BOBRBICOWTO/ERE
TR L T3 SEE L EMEE 4 43%, 34
%, 33%, 20% THo=OIZH L, HociRian
TD CEE U ERERER &2 22%, 15%, 22
%, 0% THof. £z, BES QI 7
St — NI U — i R 0 97 9% MIE S
BIZDWT TENWZ BB EBTTEETR
RLUAFNEVD) SEELAZEZRELTVNS,

D&, BE - HTROLGUHESNAEER
S DWTHLWEHEMD ZLaHBEL T3
A, BRNEEREROBICB L TIXEN 2 Em %
FRETH RV BN > THERADZENERELE A
TWAEDIZELNS, &<ITEHERIZDWTILEE
72 M ERA D T ST & D BEICARRPRIAE
UHAHENMESENTWS, UL, EES
(1992) DIAEMNT LB &, FEHEIIT LM
WAL =SS 2 N TRAET 5D 2,
MEARHACREH N BEL O RRERL 8%
DEETVL SMETHOD, 20T 9147 > XiE
BEEAEDBETEDSRLNEET S Z &5
mElxo, TOWETHY S NAFHIRHRASE
EIKT0oLBY) LFRUBREOHL S OFHE%E
1RO b THY, ZNERVEES
CEEABEGE 2 LS T, BEOBMREDK
%, ROREICHET 2B oMt ank.
DR, TEHERZRATARLIC R EHEL
FBEOUEE, MEARAH TS, HlaHs

Table 3. Needs of Patients and Doctors for Improvement of Brief Drug Information Leaflets for Patients (Ikeda Y et al.,)9)

Respondents In more detail In detail Just fine Simply More simply
Effectiveness Patient 71==589 123(21%) 139 (24%) 311(53%) 13( 2%) 3(1%)
Doctor n=67 1 1%) 507%) 58(87%) 2( 3%) 1%
Precautions Patient n==529 103(199%) 129(24%) 284(54%) 10 2%) 3(12)
Doctor n=:67 0( 0%) 4{ 6%) 58(87% 4( 6%) 1(1%)
. Patient n=567 157(28%) 170 (30%) 221(39%) 15( 3%) 4(1%)
Side effects

Doctor n=67 0( 0%) 10015%) 44(66%) 11(16%) 2(3%

R . Patient n=539 —(23%)* —(34%)* —{39%)* —( 3%)* ~(1%)*

Di
g INMEACHION |y tor =67 —(3%)* —(13%)* | —(@0%)" | —(129%)* — %)

Based on Fig. 6 in the article by Ikeda ef @l.' * No description for the number.
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BT 0% Tho/z. —F, WEECHTHHEBI
LT, THRiLDE->BDHOLDI A7)
CEE LSS M MRS T 4%, FMes
BT 39% TH o/,

BEEERT 1 RIZTOWMETHL SN 5
FLODEISICEMITHD, TNEEROEROE
TRHFICELZBEOREOMBE, Tk, MEY
RE7 S5 >R DWTHS ML BATOHE
W, EFOHBRIFEALThITHRY, B
ARG REEROETEOXIITERT <&
PDOBFEGHET, SBROBETHH D,

6. BEYEEMFRETAZION?

EIAT, BbEy, REEESFEEERCR
ABTENBREROTHAIM? JBEIEELN
PWRELDUEHIZDWTIE, KO3 DOBANS
BADLEMTES.,

6-1. BEOENZREI DS  BECELE
BT AR ERA SO, B-cBED 43
R & THEHRER) ZRETHROTHS.
1973 ST 7 AV SRR TEE R
EERLUAOICHEE YD, 1981 FIiC i REME
(World Medical Association; WMA) #&T M@
DEFNZET S WMA U R > &8 P9 R &
N, BEOHEFOEENMERNIZMGNELDI
feofz, ULaL, 1980 ERDOHATIERE, A
OEMA— B TIER<, BEFEMHAS L8
DEMMS AHMS ENBNT EMEpolz, ZOLD
12, SREOBERIZBW T, EEREORICk
BEIFEANC RO THERERET LY —F U X
L (REFE) NEWAYTH -7z, 1980 EAEY
2Bk, ARTHA T A—LR 22O
HERMILEY, BESRIESCHREEZT DICER
HINSHARFREST R £ 5 A TEREHH B
HRBBEIRAE TS EOLBEENEHE NS LD
Iheo it BRI B I N o4, BREE
BEER & EE MRSERD LD TELEMN
1985 ELFIZHMB N THRENNA T —&
kDb, TOETHS,

1990 4B 4RI, FRBEMEM 2SO EE R
WOBEAOIREPEROE TIL<FbhaL 31z
2D, 1997 EDQHEAEOWIEICR Y, BHEIC
TR L 7= R ORI E H O/ D I Bl
B TR EAERRORE S o T ORIE

(1996 4F) (TN E Nz B O M (SRS
3, R F R EFEIESE (toxic epidermal necrol-
ysis; TEN) 12X DIET Lin BB I B EOR:
BEBOREZUTOLIIGRATIND. 9 T
BE) . PR EHEMERSTHHBPEOAE
BYRE R &2 DEHER B2 5 T RBEIC DV TO
BRI NE &L, BlEREEENEGELT
DFEBIZEENBZEWOINETH B, ORI
EoT, BEIZECOMEREEROBNGREHEEL,
FEIC DV THHMMNT A I EAAEIIRA EEAD
N5, (R ... BIER O R EENE TRV S
TH->ThH, TORMEMMERGRERET SR
Bthhtd AL RN, SHORERE EBICEHERO
BESTERIEETORBICHAL, BHEHORE
DEEHNH > TH, FOMMRIELD HEET HH
FHEQ AN L ERPLU TR EMNEEGS
&8, BEOHTHUE T BRI ONE
THd (HE) ). ZOHRIZDONWT, L8
T(RiRE) ... BERIE TR AL g s N/ B
1, SRAUEAEERD & oA i 217 o THRE IS
REETHIET, EAHiDHESNSENEBERLL
FLENADZDOTHEHARLWNEHE LD LTS,

IR B D ORISR T AT
OFRZ DM ZR> TH Y, EM - SEHmz
HORE I AR R R B IR T S TS
Md D, 2013 4 12 FITEE T 41 2014 48 6 1206
frEn g BT HEDTOTIE, T4
fifild, FREIL = ERloBTRER O, BT
BEOHGTHAL LSS, BEEEITrOR
BT D TWHFIIHL, LELREREIRIL
B B BRI D R Th AL
Rniany HEIEE, SRR KD BN
e,

6-2. BEOBRBREZFT S/ HEOER
BV THSORBIREERTI 200, [EELE
WEBFIRET SN ETH S, QOL HNH
FWENB LSR5 HOEFICE, E0RiE
ME VP EBEFHSMBIR L 2T ER S 2 0EE
Mbia<dx, BAE, T Lt lBaive
EE, MIMAFNZ L DBIESTDNENERD D
i, WS DR ERHEROY A 7 O K &R
FHHENMD T EMNBEERD, TSAKRERICE
DRPPEQERPMFBETE S, PE, T &

Presented by Medical*Online

302 YAKUGAKU ZASSHI

Vol. 135 No. 2 (2015)

KR E BRI R S TEHERED & T4
SNDEE, GBS AR RERICELD
n, DHWEHERICH LD IO EEEELL
TR BRI ESME, AL TRRESTHA
.M IOEHI, QOLEHETHE, £H50
BRME DIV EBBAFRFIILIMED S AN
e ABHEATND, BENBESLESRETS
iR, TN A PRLEC DB SEERO NS
EBIZ, Fh o ORELMGEINSEE (E
B, BEEEZE) TS B e s
5,

MRT oy B A YT B ESEE O AT
ST LHWMUTIRAVEE LSS, 1980 {1
REELEEL S TRETHE, OEBORBEIIHND
MR EEREERTEAD ks X
A (human immunodeficiency virus; HIV) 2,0
BT HRFIIML, BbEoRMER Rkt
T EEERMERIL Y FOME. HAOnAKR
FHO4TICHIZ DI 2000 A5 OBEH HIV 2@k
Uiz, BiEEErSU200BEEHTHD, BE
IZRF T 4w FEUATZIIMT B BHONEEEA
DT EN, KDKGBEHRICDRMDES,

o RERLOESFSRD OB L DI,
BEOBRICET L REIGEICEE (RO o
BEC ST 28BS RA TN D, BaenBED
Fa, X, EERICEE R, ERSIEL
TERRRET 52 &, RUBHOHEEREL
OEHELEEE<I T I EAED SN TH
5.8 EOEDICE, B KESEHEENFEUY
HEEFELEDATII o —Ya Y FHD, B
# - RENEHFOEREZGTRAOLIEF > Rz
HOWTHBRLOBEERERTELLDIITL L
MEETH B,

6-3. BIERHOY X/ BMLEBERRBERO
BRI - TEHOH EEOEESRO
PREE, BRSO 2 Y 2EEGIRMET B2
DICHEETHS, VUTIHE (19934) T
W, eSS oREEV Y TV ET a5y
VRIS (S-fluorouracil; 5-FUY DRI
ED IS NOBESECL, BYHAERCIDHE
ERERFAEE S a7, B BEFERME TR
FENZEROHMICBT 5F — v 7 i+ T
WFah o e T EMEE S I o 70, MBENADE

BN EE RO TRAL, SFUREBLTWSZ
LS ENTWELEBENRL W Z &R
BHofe W MPMEAEROF = v 7 1ZBER - SAIm
DUBTHDHLWTEAL, WHEOEHEEOHEE
HOEEE2D 5 M UDBHEHNSETVIUSHES
EEBTELr—ASH0TH»HS, Hinld,
B OEARAETEREESE  [BETE] 2ER

Ui HBEOTF = w 7SRRI OB & L THER
b d L Di0iao 7S, BEMRERL TV
OFNTHEHINTND EEZRST, BENHE
EHOEBIZI DLW TH» ThAZEEBETH S,
ELIT, KRB OFEOWEERD D NId A -
MR S OMERRIIDWTIL, BEs 8T
DERCDOWTERL, BULRTSE & sawiud
Brfia,

HFBEEHOEAIC I ARBOREREEDY A
ZERBNITHEDIZH, BRCHEERSED
EMPETH D, WAEIFEERFOTY Ry R
EFOERETHB LY BRI R, BECHTS
BB OB L REHAROBEEFITLSE
SRR EEE I T AU AVER YOS AT
BOWTHEREN TS, 529 BB iT
HoTHHMFTHO, 1 B Rl v TOM
FHRAESHALEEMAL LD ETHEHFTE H
5 U iR s FELRET 5 BT 5.

AE S EESEER T DL TONE R AT S
i, BHEBOERSHELEEZ &I, $#hil
H - RENRMIERLEYHL - THELTE
SR CADICLEETHS. SHTR, TEE
BIfER BB a 7 b MBEEnR—
LAY ETRBEEN, T BB ERERO
FOOREREORBEEENTEEFEIHMENT
BY, BHERERICHEER S MHGENE<HrEh
Tk, BiE (2000013, ERGO TYRy) #
DHOTRAL, TY R0 Z2EEET B E00E)
THIE, BB E-TRYF ¢ TRERER0E
5] ZEEFEHLTNS,

T, B2 DA EASEHER O SRR
HE, COLICBEIBEADNETHSON B
15 (1998) 91, EifER 4 (AT Tl eRkE s,
TEME R BRI FObOREE T, EEREE
FZDWTIZYIIRER &5 %, F0MoRIfERIC
DWTIEIR SR E, LT sERssiuleh

Presented by Medical*Online



- 161 -

Vol. 135 No. 2 (2015)

YAKUGAKU ZASSHI 303

SEELDRED A TR L AHYI— FEER L TH
WM AT 2 IR (20000214, BRI EHER
DHERE, SN &Rz SREE S A RS R e

CEREEMLTRASD I EMBETHY, FOLE

ELT, OmRICHECRREEMEENT s &
(B THO BRI L&D, &
VOB T HRER O v Me (Ml PEsg o p
IO -PEmNEEE, WRRRS)) i
LTna, ks 01D™E, MAmBEnssET
(LR ZEITD L &I, B> aEBIZRLT
BERSIEALELITEROI RN I EnG, BE
BT et ik (GBI D XN & L THIESE O PlA/ &)
EMTAEEBIC, BEELOOZ 2 -2 a
Zill U TBEOBMOREEHRT S L 0HEENE
ERIEL TWD, BHEOHRCEEPLOEGFEOR
HM6THE, I DEDRERICDO TG
WRIE Tl < FHER A LR Z 0 B2 REORERZ
ABZENRBETH DM, LEOTRERD AND
Sz dH B EBbNS.
BEELOYAAIaZr—arickb, B
PEHHERIC X > TERRM LR3I &aitT s
ZEDBBEUEBEMINTLS, FAEX, B D
Ik Bk E & E om{E RGN ET <iC
IR BA, B THORMEMET DD BILE
WRBED L EEWREEEDIZBREICHENM LD
BT BHIET, BEOHTHWICX DREPEiZ
BT D ENTES, KIES (01105, Hief
R, BEERERERSEE LS ThE
FATICREEPIHLAETHBI &, IBIZED
FEREBIER SRS LAVEEHE L, AR
{Ef % BRICRIT A Z S0 BHMTED LD
WEB T &EEWELTHD.

1. EFEBTOBRERNERRTA ROER
PLEoMgns, Skidd gt e
BEICRETHZEMROONDEENEAL LT
WEND, BEEERGT A RITE, REESGRcE
UCRmERTRIIRENTWASZ End, BFITRHKT
NEFHOEFEEAETHBSN TS 8N, %
NEEHRRE TOFRER-CREEEICERTL 2
EMHIEENS,. LivL, S - REEIT
BWT, B - SEAIEGS BB MR 1 RIZRE
ENLTNTCOHRE~EICHAT S LFHEET
HY, FHLEHBEFERRN 1 FONREHD S

WHETHEEMICHRHEL THSI T EERFILTNWS
DUTRBRWTSHAS, EfPUAELE (LED &
T5) BEMDLE, FORICEOLSBRA—U—
INTFEENDONEMD D A THRENRENRAT
BIENBEETHDEHbND.

BB 1 ML, BEFOZ-ZR - TH
B ERERET2200FRELTENENSZ
EMHELWA, ZORRELT, BRICBITSE
FEADESEBEROBIOD O H &5 HE R TH
ERBHDHMB LN, BIE (1995)391F, B
FEEMHMEIRT B h oo THEETREREL
T, BUFOZ L& TS, OB - &
Wiy S BEIC M 585, @B0EL I U
NAEZBODBERLUBALZEI NI WEENRHD. O
SCEEH & A I T Y T el E
ABE LIRS SHEIT S, OB S ORI « OB
WERUBRSSHIT S, ORE» S OMWIEE B
FHITHMUMREZERT S, $hRSRER 033
T A ESS, OUHEoF vy BHOE
R RB M OO BUVEBWITEET S, OB
KO0 T HBEL WA —T L AaFHEEES.

INSDOEREOE <, BERICEROEAD
BIZED ANSNTWAHEBhN5SA, MLVWOIE
VAT REDEDITBADNTHAD. UAIDIR
AHELT, ROKIHETDEL 0B LR,
ORFT 4w hEBATZIATUAZIZDOTERA
LRI HBINANRR Ty NERALDA
T, BZVESEHEREDURATIZDWTRAS.
NET7 4w MUY ZHBUTHET S, Oftd
HESEERZRIICEAS RO EERTEMAR
iz kO MARs, BREREMOZEOBNE, Ik
FIHEDZEDHD, QLB BEMEMERBA
5 IRMTHo>ThH, K<EISFERICDNTE
HEDHIH> TWB ELOMAATTE, RIED b 2 it
B ENTED, QERBEMERSOU R 7 244
2B, FiThHo>THERBENEROMEEREAS.
GRANREFERLTRAD  BWEROBEE, Bl
TERBERORE (BB 2EAB. ®@UAZEN
LT HEDITRENTREZL P #HITHERED
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ERPDIS. FAE, EOMBINCE, EALEUE
B, PR EINCE Z 0 BORHER, BUEOREWE
ERICHERZRED, RzBIfEAE 2 BEMBRICEL
HILEMBAOND, T, BEEEGOWITICRS
KO MEHERSEE TWROAZMER DA T
BFE R DM R EA DO L 2 FRUED
REORA > N THSD.

8. BEMERSNA ROER, FU4 >, B8
FEOEE

BEMEIEST A RO, F91 >, Bk
FIZDOWTH, BEOZ-XEREA AT
THHT DI EMBETHS D, Vpk 24 ERERAE
SR TBE R ORI AE & OEE SR
EHBEMOUR T A 2y~ 3 VICHTHW
FPVTHE, INSOERDNTHRMBTON, T8
BRI A R OERERE) oBERINEIN
TWd, ZOEREHE @&FER T, BEmEE
A ROFERIEE & fRMlF 2 Table 4 D& DI
U, BfRFECOWTEAEROBEZ2ERT5 2
ERENPRRINT NS, i, (ZOEIDNWT
HoTBIREHEFEAT L) KOV, EERH
FRRFLTDEERDTNE, ZOkS7, B
FMRGTHATIELY, BHEEARS > T
HREEHMDLSFVAL  LOTRIBETHS &M
Hib,

9. HHYKC
BEMERST RE, BHEOD—-Xhokd
DEL, BEDLSOT I RAREHITHEED
2, BEROBTEMLA< TR0, 20T
T ERBRNIERARCOWT, B - TREVE
FUPFOBRZID ANT, T5hMzEED S
TEMBBEEBDNS, BE, SRR XS REHE
WIFICRME SN T AR E <00
LB0), BREAEEDT ROFENITITONT
BT RENS U7, BOKTH, gL
VEBRETNHRSCEE BEFITET CEAEFL Ty
2, TOBET, FHMONPANEOMRIT LR
BEHFIZOWTOHERERBLMEDRLTHNTE
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Table 4. Proposed Revision of Headings and Order of “Drug
Guide for Patients™

Order Heading

R A A
Year and month of creation/update

1

2 HFEH - —f% Trade name, generic name

WEae s, B (AR, k& - \S, BHa-—k
3 Trade name, photograph (or illustration), the size and
weight, drug code

4 EX  Contents
5 {HOMPETHED
T OHEOHIIT ?

What is used for?

6

’ What is the effectiveness of this drug?

; [COBIIONTHo TN @BRI L
Important things that you need to know about this drug

s Z DA FIICHAT ED

What you need to confirm before you use this drug

9 IZ MDY How to use this drug

AT H O RET R EL
What you need to be careful about when you use this drug

11 |RHEM  Possible side effects
12 95 J7ik How to store this drug

13 | ZOICHEENDRSY  Ingredients
t4 G - BER Manufacturer

SRR A RIZ DB T
About the Drug Guide for Patients

S OEHFIZDVTER SIS H I NS 2 &2 Wi
ENA, EERD, BINMOY X2 BNMELIEE S S
INBEIMITDONTE, BHDOY X 7 BAMEIES)
& UTHER - A SN2 BEm M icaigans
Loy AP BEMEESA M RTHEbEER T
EELTHEOEEMNL LD ICRikan s BEEs
HbHEEDNS,
PEOSEREAT, 4% HAEIBTHI—
F—F A COHEEHEITHIEHPETHAS D,
ARTREBOI, BEAOFRIZECHETIAALT
D - HFREIRD B TERED, Bk ST
DI - PIEEOREER L HE oG LR TR E
ABEEDHK, HAOHABE SERBEOS DS
ZEBLEZDIAT, BEICHLERESIRGENS
KRBT EMWHEENS.

MR BRT SRR 0,
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