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Actual Use Research (AUR) is a new pharmacist-centered research system to evaluate the usefulness of OTC
Kampo medicine. The system uses a commercially available OTC drug. First, after an explanatory meeting of the AUR
system, a pharmacist (or pharmacy) is contracted by the AUR implementation committee. The pharmacist invites the
customers of the pharmacy to participate in AUR. After consent and answering several questions from the pharmacist,
the AUR participant purchased the test OTC drug and begins to keep a daily use record of dosage and time of intake,
the condition of disease and use of other drugs. After a predetermined number of days, or when the symptoms of the
disease disappear, the participant returns to the pharmacy, and submits the daily record to the pharmacist, and an-
swers a questionnaire evaluating the usefulness of the drug as well as some questions from the pharmacist. The partici-
pant then receives a gratuity. Independent from the participant evaluation, the pharmacist evaluates the usefulness of
the drug on the basis of information obtained by the interview with the participant at the second meeting. Then, the
pharmacist submits the daily record and the questionnaire from the participant, and also his/her evaluation to the AUR
implementation committee. In this report, we describe the first trial of AUR using the commercially available OTC
"Kamishoyesan" (a Kampo formula used to treat women with painful tension in the shoulders, who tire easily, suffer
from fear, neuro-psychic disturbance, have a tendency toward constipation, sensitivity to cold, and/or dysmenorrheal
and/or oligomenorrhea).
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Fig. 1 The schematic view of AUR
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Table 1 Number of pharmacy customers participating in AUR (entry) and who have submitted a daily record upon
return to the pharmacy (submission)

Pharmacy A B CDETFGHTJKILMNOTPA QRS STUVWX Y Z AAABAC
Entry 32 3 4 2 3 1 4 4 2 3 2 4 5 3 0 2 5 4 7 4 2 1 8 1 3 11 2 10
Submission 3 2 2 4 2 3 1 4 4 2 3 2 4 5 3 0 2 5 4 6 4 2 0 8 1 3 11 2 9
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Table 2 Interval (days) from entry to AUR to return and submission of the daily record
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Fig. 2 Number of pharmacy customers who
5 started AUR during each period
/o"\

Interval (days) 15

20 21 22 23 24 25 26

30 31 35 74

Number of participants 1

47 36 5 3 2 2 1 1 1 1 1

Table 3 Amount of time required before consent to AUR participation

Time (min) ~5 5~10 10~ No answer
Number of participants 39 43 17 2
Table 4 Number of AUR participants classified by age
Age-group (years old) 25-29  30-34  35-39  40-44 45-49  50-54 55-59 60-64 65-67
Number of participants 4 5 10 10 24 25 14 5 4

NI | -El ectronic Library Service



Medi cal and Pharnaceutical Society for WAKAN- YAKU

108 J. Trad. Med. (Vol.24 No.3 2007)
Table 5 Number of AUR participants classified by body mass index (BMI)
BMI ~18 18-19 1920 20-21 21-22 2223 23-24 2425 25-26 26-27 27-28 28-29 29-30
Number of participants 4 9 14 16 22 10 6 4 1 4 8 2 1

Five of nine participants that classified as BMI 18-19 were low-weight women (BMI<18.5).

Table 6 Number of AUR participants classified by
duration of disorder prior to entry

Table 7 Number of AUR participants classified by previous
experience with “Kamishoyosan”

Number of Number of

With Without

Duration participants Duration participants Classification Experience Experience No answer

1-3 months 7 24-36 months 14 Nur_nl?er of 40 56 5
participants
4-6 months 5 36-60 months 9
7-12 months 9 60-120 months 10
More than 120
12-18 months 9 months 4
18-24 months 12 Unknown 22
Table 8 Number of “Kamishoyosan” tablets used by each participants in AUR
Number of tablets ~99 100-119 120-139 140-159 160-179 180 181~ Unknown
Number of participants 3 4 3 12 23 51 2 2

If a participant used “Kamishoyosan” at the dosage specified on the package and package insert, the participant used 180 tablets at the end of AUR.
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Table 9 Assessment of compliance to AUR methods by the participants

Compliance to
daily record

Compliance to
information on

Compliance to
instructions on

instructions  the package insert  the package
Good (B 80 65 62
Average (&i8) 17 27 31
Poor GELY) 1 2
No answer 3 7
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Table 10 Evaluation to usefulness of “Kamishoyosan” by pharmacists and participants

Evaluation to usefulness

0
by pharmacists Number (%6)

Evaluation to usefulness

0
by participants Number (%)

Extremely useful

(BhHTHR) 6 (6
U(S’;f;il) 38 (38)
Rt 2
I\g;; iﬁli.fsitu\) 12 (12)
“EEL s 00
No answer 3(3)

Extremely effective

(KBRS T/ EhdTE ) 29
E(fgcg“f./,\e S te /BN ) 19 (19)
S?g:bwﬂ?? f:ffoe;gyp«b;w W) 35(34)
%iggfghiﬁu/%m&mat) 20 (20)
sy 00
No answer 55

50

Fig. 3 Difference of the evaluation to usefulness of "Kamishoyosan"

Number of participants

by pharmacists and participants

The evaluations by pharmacists "Extremely useful", "Useful",
"Fairly useful" and "Not useful" were ranked as 4, 3, 2 and 1 re-
spectively. The evaluations by participants "Extremely effective”,
"Effective”, "Somewhat effective” and "Not effective" were also
ranked as 4, 3, 2 and 1 respectively. The scores on x-axis means the
calculated result of the formula of "the rank of evaluation by par-
ticipants" minus "the rank of evaluation by pharmacists". A positive
score means that a participant's evaluation rank was higher than that
of his/her pharmacist, and a negative score means that a pharma-
cist's evaluation rank was higher than a participant that he/she inter-
viewed.

No answer
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Table 11 Satisfaction level of the AUR participants

Number of

Level of satisfaction Nur_nber of Level of satisfaction L
participants participants
Extremely satisfied 5 Not satisfied, but not unsatisfied 20
(BHOTHE) (EBBLEBLALELY)
Satisfied 28 Unsatisfied 1
(@R Xi#i2)
Fairly satisfied 0 No answer 5
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DF -t BVHRASH20BMAEC T LE >/, TOLDH
RIEZ R 270, HEREENCABERERT ICTH
FHCEE AR D Bel) 5 < &, FARPERDICHEEETTRESE
REVSFAEEMER > BEEFH L CHAEOEREZTEL, H
BEMEROEF N—va vEMRESTEEENEETH S
bOEEZ ONT,

BEAHSLIUBEORESXB S E TORM
FABICERICE L HEUE Table 2 12iRT &80, 81%D
FITHE 72E2IATH » 120 ThiF, £ OBFEEHIED
IRIER TER, &2VWEEREEERaNHIC, #AEH
LEHHEEZHS L CHEEBERICRE L CEAIMc X 28
BTHDOA v 2 —%2ZFTWE I EERT, AREEE
RENE»SI0BL FENLH (FEBHEI0BLIE) 12101
FloOEURGIR 4 FlicldF - 7o, $E- T, AFER, BT
BOTHEREDIRA BT 2B PHIR BG5S bIcflE
BEBBOAPTVFTFA v THD, EEBOMHERICHIL
EHIRFAMMBEB LN D EEZ SN, F7z, Tabled i
RLEED, AEEZESE TICELZEENI0DLIATS
BEMBI%ICE TDIE 72T D, RKFEERI—ADRIEE
1053 B DR 2 < C & SHRERERICB VW TIR, 131F

EITRRETH B L EZ b,

HEBRHBEOTOT 4 —Ib

Table 4 & 0, #H/1ESWOREEDL SS0RFIFICEFT S
T EMIRENT, IhE, MESEER EEREFEICES
REMFEIBIGEB > TVB I EEEMNFZODTH S, &
7z, Tableb & v, SEINMWEERERA L CHERIEZO
BMI f# 13 19~221c#£h L T\ 7z, FEAHF) 7S BMI B 4522,
ME#e | & &N 3 BMIEA185~2BTHEIEhb, PPE
RO AMIRET 2N d b EELZ NS, TN,
THRAESSE TLiIdp ] & LoinkEERo MEl 2REmL
TWBHDEEZ LN D,

Table 6 3 & UF Table 7 5, AERKFICH I 2iEREE
BICELTVWA DRBVICOLDLDLT, Z0ELBIN
F THIBGEERIC L 21REORHA AT e 2 &PV ENS
T EDREIN, T, FEXENOBEYLENE O N Tc—RH
BEHWEZFBET B &icky, £EED QOL ET S
RHBZCEEINTVEARERETRT D TH 5, DRI
BIL TEEERAT I Bicid, &1, oL 2 Ik TItiT- T
WEMAFIHET 2 X0 LVWHEEETH T EPRNRE L1257,
D15 & S IEFIM OB LBIS T, —BFH O INHEERDS,
ERLEICE L HBEE A S W AR S ST 2R L
TW3,

AETE, ABRCHFELHEHHEHREZOTmE 2B
5 éT, AREAMEAERNEOME, SEREBF LN
BEHIER > TWB, DL ICTHBEEFIN - AEHHIE D
ELoh—HTIREL, MEIT V7 — b AEHSEEFY
1 vid, BHROWMY CELERE, FEAORRETS £ET
ERRFYA v THEEEIOND, BE, HHBECET
AiEic i, 29% DO TRBOFELFERIN TV S,

Table 8 RUARHA 7 1 3 v 7 A FNERML O, AEWR
HE 1 ElH 7 ORARRF>TWw5D, BAikETFSD
BAKDZIZF1/3EETH S T EMHMEL KL, Ak
LT, TaRl-raml criia Mgkl KiRALTw
BEEMROEV, IHIIMHEEROREDRHE S 1 3 ¥
70, BREREEREDLDERB > TVWAI EN—HEN -
TOREAEEN D 5, T, FICBORBICEEL T, &H
FRAMCIRET 258, dFELrGTW L CELRATSC
EWHBITIED, TNBAARETH S, HEVWIFEATLE
HBICBDIRAETANRS K >TLEIEVIEES I X
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Y EDORE NI,

ERE - BFHRiR

HIR U 7o & 5 e lEHIEBER, REHIEOMS WIE
ROZELIRRTELEFE CE 2150 T, FEDEE
DFLBROBER IS EPFERE LS & TR 2 LcIFIcE
EREETH S, W->T, AURM, —REESFLFOEH
HWOFHEE L CHESEAETH S LU 270913, &K
HESHBERAZ LV EL GRS, H>F{ENREN 3
WENDH B, Table ) DFEWR/1E BFE (Daily record) O
3, COFBERFEICOVT, ok IHABMAESTEAL
tedp, EFIED» S L HMERL TV S, REREL 5 &,
4P %2brE, AERHEGESETICGERS T LD,
COMETS AUR PIIEEEH CTHMCERI hic & &A%
5o fih, #AIXE (Information of package insert) %,
FEEED vy r — VFR/RFIE (Indications on the package)
ZDWTIE, FER/IEOREOERERE - SR L L T,
B « @ TIRESPPESFMME AT B0, Thid, B
EOE L I HlERIZ B LT, TRV, T, &8
LHr LD TH B,

EXIOF AR UAEDOERTME

Table 10D ZEAEfT B &K CFAEHNEZE T T hrS5B LN
HEROZEICH>WTHE LA LD, Fig.3 TH 3, MHESE
#cid, Fig.3 TRT &I T, BHELVERES L O ER
e m Rl A MEANC B - 7o, 73 & KR O FEAM A K
R - BTGV, ERORAELEEL L OCHAEWN
HEBFECE, NI X Y MEDSWTE OFR OB 21T -
fzo ZDFER, BB ZEDOFFISBE SN VIR ZHE
2ROY, HHVREIFRPEEZINTS, T TERCE
NTORRRISERPRICIE B X DI - ok DI B AT
BDITVIEENH B T EHHIBRL o, fh7, FEAERIZ 2RI
FRAPWE L CONERERDZ EPHS A LS - 1,
D& D IERNINHEERE VO BERBECHEVWS N3
HTlEohizT &, BEICE > TOIICHTT 57 BB 3]
CHET 22 EA B ETIEEICHEEKEN, £/, AURK
BWC, CoXHiBONkT vy — MERE a4 v M ESE
YT 5T Lickh, —ABEALT E WS EROMERH
ERICHLERAEPETTELZ D EEZ S0,

iz, Table 10 DAEHFIEC L 2 EHMEFEM &, Table
1OREEWH1E D AUR O BEFHEIC > W B D FHER
NFE LB EIT- 12, Z DR, NWEEK TR [%hh
157» - 2 | (Not effective) & L7-FBEW 1L, FEELTH
HEICHLTEP S 4BHOFETH S [EE5E VAR
W | (Not satisfied, but not unsatisfied) % #{d 3 —74,
[EHHTRLIFV, Fhvntk, 29807 (Extremely ef-
fective, Effective, Somewhat effective) % EiR L - FE
HEE, FRETRTCH [ZFbHTHRE, HE, PPmE]
(Extremely satisfied, Satisfied, Fairly satisfied) 23R L,
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R 2 F A OFHE & HET D & O ORI,
= OAEBEA B B T LB L fo,

Pl Emssasiii s A AUR 2175 2 & T, —HAHE
T OERFERAIL 7B RARERSEO NG LIRS
hice & =T, KFEHEEMRHAELLTT OF BT,
HE L THEITARP OB HDTH B LEZ LN,

RAEBHEOTOT 4 — IV EERMFFE

wic, KEBWE»OBONIT — 5 2L, INWKEE
HhEDL 3 7Ta 7+ —VEROAERIEICHELTER
& Bl & Nk RRE AT - T

RERNEOFEEE & FRMFE

FEWmBICX > THABHHEELSEL 2 & % (Table 12),
EEEc & 2 [E b TER] (Extremely useful) [
(Useful) OFFM, 445LLTFOHE B14)) TiE35%, 45
~b4i% (4TH)) <Tld51%, 55EELILE (2361) TIE89% &% »
teo MNEICK B TRERS L7 (BbH TNV
TR -7 Bhvwic) ] OFFIF44LLI T T16%, 45m%~5bd
B T21%, SORRLIETITR TH 1o - T, RREHNS

Table 12 Evaluation to usefulness of “Kamishoyosan” by pharmacists
(upper) and AUR participants (lower) according to age group

Age group
Evaluation to usefulness
by pharmacists Young Middle Older
(%)  Aged (%) (%)

Extremely useful

(EDHTHR) 30 40 1@
Useful

ER) 10 (32) 20 (42) 8 (35)
Fairly useful

(o) 13 (39) 16 (34) 13 (57)
Not useful

HREREREL) 7@ 40) 1@
No answer 0 (0) 3(6) 0 (0)

Age group
Evaluation to usefulness —
by participants Young Middle Older
(%)  Aged (%) (%)

Extremely effective
KER o/ EpbTicng 0@ 28 00
Effective
(B< 1o /) 6ae  907n 407
Somewhat effective
(PBRC Ko T/ BB 1768 22¢49) 1670
Not effective
(EBBELLRRL Mmooy S @O 99 303
No answer 0 (0) 5(11) 0 (0)

Regarding age groups, “Young”, “Middle Aged” and “Older” means “25-
44 years old”, “45-54 years old” and “55-67 years old” , respectively.
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WEBTIVHERETRMS NS ERHEAL 2, BB, FHE
DX DVTHE, FNFRDORMTB W TRERE 2 54
BDisd b2k 450 1 U EOKER S L5 KnEl%:
To-TW3,

AERHEORRRS & H BT

I 5T, IRARROEEDEV OEEX OF A I 8
EHBZ B EIPICDOVTRETEIT > 2 (Table13), @
R, EHEICE, TEH) DEOFHMEZT-72 D55, R
RAREREIC >\ T43%, IRBFEERBIL VTR EE LA
EEbL Moot L, FEBAIE TR, [Zhviel Bl
L OFHEETT - 72 b DHIRAEERE T30%, IRBIERERET
15% &, EHT2EDEVHRD SN, fE-T, MEKEE
BIIREARBRLEHS 2 bDILBVWTLDERHEFEMINE T &
DAL 7o, RN IC & 5 M 3IRARBROBEIC DD S
FTEHE-ETHLI &5, TOERA, RBERE Ik
HEHORCOUBRORTRE (50U, BFEL TV
CEWHRT A EMTET S ED T HIFT S &MafEE
L5,

AERNEORE - REOET & H R M
wiz, FEIIE O E OB & BRI o W CHEE
MWHBPED DRI ETD I, FEGNIEE HELBY
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DR (ARl /cEERIRA L, RAMBSIZE—ED D
D)) & TZhlN] KR ELT, ThdEno s v— 7T
R ED LI I LT 2RI EIT - 7o £ DEEE % Table
WiTRd, MEEBYORAET> Ty v—7Ti3,
FlEiic & 5 A I EOFMIZ46%, TOPAD TV -7
THA2%EBD, MEWRIELAEEVBEEINL D - 7,
WAEICES BB -1 @il PLEofFs, [HE
EBVORA] S NVv—7TI4%, FALAND S —TFT25%
EID, NREEHROBRERA S A 3 v 7 GAHBEME IR
BXnMhot,

RICHEW/1E O AR OES & FREFmOMHEEIcoWT
D¥FIZTTH oo, AEWNIEL THELEF L0 (R
RS 1608E I LD b D) | & THEZESFLEP -/250
(RS 1608 I~ VWb D) | KL T, FE0Z
bR L1z, Z0ER% Table 15 iRd, HEZHESFL
T W—=FERBEBFLTOWRE WISV — 7% B L 78,
EHRIMOFMIE TEH] bt THEEZEF LD T
46%, THEAZBESFLEM->72bD ] TR EENILDH - T,
A, [2EM] (Fairly useful) Tk [HEZEFLLD
D] 2344%, THEZEBFLE» >0 ] 223% L1155 —
., TBREEEZ V] (Not useful) T3 [HEAZESFL
fob 0| 28%, THEZESFLEL-7b0D ] 2327T% &1 -
72 - T THEBZEFLEM-LbD | 13 THEZESTL

Table 13 Difference in evaluation to usefulness by participants with or without previous experience of “Kamishoyosan”

Experience

Evaluation to usefulness

by pharmacists Without previous

experience (%)

With previous
experience (%6)

Experience

Evaluation to usefulness -
by participants With previous

experience (%)

Without previous
experience (%)

Extremely useful

(EhHTHER) 209 47
U(Sgg) 15 (38) 23 (38)
F?iili’w‘ésﬁqf?l 19 (48) 23 (36)
Not useful

(BRERBAGL) 3 9 (16)
No answer 1(2) 2(3)

Extremely effective

(RERC 5o 1o/ SHHT £ B 1@ 1@
B e e AT ey 50
R e @
I(qgt; iy DAL I 1) 820 1zeh
No answer 3(7) 203

Table 14 Difference of evaluation to usefulness of “Kamishoyo:

san” by compliance level of participants to time of medicine intake

Compliance level

Evaluation to usefulness

by pharmacists Did not closely

comply (%)

Closely
complied (%)

Compliance level

Evaluation to usefulness

by participants Did not closely

comply (%)

Closely
complied (%)

Extremely useful

(BhHTHR) 1(3) 5(7)
U(s%f;ll) 15 (43) 23 (35)
F?glzbggaf;ﬂ 15 (43) 27 (41)
I\g%se&f?;{fgzm\) 4 (11) 8 (12)
No answer 0 (0) 3(5)

Extremely effective

(KER ko> 1o/ BT E ) 1® 13
Igge(ctfi!: /3 ) “an @)
T S ST
(E5BE8 02 BER o1 70 14en
No answer 39 23
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Table 15 Difference of evaluation to usefulness of "Kamishoyosan" by compliance level of participants to total
amounts (number of tablets) of medicine intake

Number of tablets Number of tablets
Evaluation to usefulness Evaluation to usefulness
by pharmacists ~159 160~ by participants ~159 160~
Number (%) Number (%) Number (%) Number (%)

Extremely useful Extremely effective

(EhHTHR) 1® 50 (KER Ko Fe/ EHHTE RN 0O 26
Useful Effective

) 8636 I TR Sy TAvS) 6@n a9
Fairly useful Somewhat effective

(DOHR) 323 3D | CppRd ot PR 10.@3) 43 (56)
Not useful Not effective

ERERBREL) 6Gn 6® (EBBEBDREL/HIGEM T 5@ 17
No answer 209 12 No answer 1(5) 4 (5

Two participants, who did not answer the number of tablets they used, were excluded in this table. See the footnote for Table 8.

reebD | THELT, [RPFEM] oftliskEdbL, TEHE
BEZRW] OFMSEINT 3 ERa N, —F, BE
WHEOFTMTIE [Zhh s - 72 (Not effective) @ 241
THEZEF L0 [HEAEFLEL-bD] TZER
TNWBRBLTR2KTHY, ZRERINLE» -1, DL,
Table 14 & Table 15 /R L iR A= EZ b 5 &, bk
HEROHFRAME, AELEFT 5L TR HEEHEST
TEIETIVHRICHEBINZTHEMLLNS 2 EHRES
Nt

FLiFY GE) 1 EHRHEm

MEEERDOHS, KAEFTESERD, BEhodl, B
MARZIL & OREM « HEERZE->EE/EZLE LTV, -
TIDEIBIERBERIcB TS [LIED] EEZ N5,
AUR D54, THEBECBLEH L TERHEBALTY
TR CEDWE~RT v FERB, fEoT LD TLIEY
KEDBWEEE I, SREHMIBALZED LV, i,
BEHo [GE] & [HRE] OBIREHKYT 2154, Fcdb
BOWADEMOEELE S, Lo TARNELZER IS T
[AE] K& -t ANDBRB%OEEARTbDEELZ LN S,
TORICBWVT, TITT-7 AUR I, T3] LERAMBE
DBREFNT 2FEE LT, BBAXSZ3bDEEZ NS,

¥ & 0

AR TR, —RBEOELWE, MEEEHERVT,
AUR ZFfE L7z, = OFER, Bi#EFDE L »isl, #r
ARERAEER 2 EINTE 3 C LR a N, HAEEEOR
rickvBoncERR, Bic—BREF0LE BB % R
TRFTEL, REERE VS EXOREAE LT
5bDTH-7, 5l&HmE, OEFIc>WTIT-% AUR
DREREHETHEITEITO T EItL D, X REHORMH
RAMEIC 7 2 C & st s N B,
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2
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