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The Importance of Post Marketing Surveillance (PMS) to Promote the Proper Use of Pharmaceutical Drugs

—Lesson from PMS of Tamsulosin Hydrochloride —

Shoji Takamatsu*, Takashi Tomizawa and Shinichiro Nakajima

Laboratory of Pharmaceutics, Faculty of Pharmaceutical Science, Josai International University

<Recevied October 25, 2005)
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Abstract

For pharmaceutical manufacturers, it is necessary to collect information about adverse events and evaluate them in Post Marketing Surveillance (PMS).
Furthermore, it is important to promote the proper use of pharmaceutical drugs by offering this information to medical workers adequately.
Medication for patients with renal impairment by using Tamsulosin Hydrochloride (Harnal ®) was listed as “contraindication” in Japan. However,

the findings from clinical experiences after marketing were re-evaluated so that the word of “patients with renal impairment” was deleted from the section

of (contraindication) on the attached document. This is one example which the proper use of pharmaceutical drugs based on PMS was promoted.
We introduce the necessity and the importance of PMS to promote the proper use of pharmaceutical drugs with showing those processes.

Key words: tamsulosin hydrochloride, renal impairment, Post Marketing Surveillance (PMS). proper use. a;-Acid Glycoprotein (a;-AGP)
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Table 1. Demographic Characteristics of Healthy Volunteers and Patients with Renal Impairment (1)

Grou Age Body Weight CLcx a,-AGP Albumin
P (years) (kg) (mL/min) (mg/dL) (g/dL)

Healthy
volunteers 58.1£5.0 64.5+5.5 88.1+11.7 65.6+23.2 4.5+0.3
(n=7)
Patients
With renal 57.6%6.3 55.6+8.9* 40.3+23.3** 103.7£31.0* 3.4%0.3**
impairment
(n=8)

Values are presented as mean=®SD. CLy; creatinine clearance, a,-AGP; a,_acid glycoprotein plasma concentra-

tion

*: P<0.05, **: P<0.001 vs healthy volunteers (unpaired t test)

Standard value of &;-AGP; 32~98 mg/dL, Standard value of albumin ; 3.8~5.3 g/dL

Table 2. Pharmacokinetic Parameters of Tamsulosin after a Single Oral Dose of 0.2 mg (1)

Parameters Healthy volunteers Patients with renal impairment
(n=7) (n=8)
Total drug
Cmax(ng/mL) 9.1+2.2 15.7+7.1*
AUC,,_s6n (ng *hr/mL) 108£36 336+265*
Unbound drug
Cmax (pg/mL) 8026 90£26
AUC,(_s6, (pg * hr/mL) 899+242 1108415
fu 0.0102+0.0036 0.0062+0.0030*

* 1 P<0.05 vs healthy volunteers (unpaired t test)

Values are presented as mean*SD. Cmax; maximum observed plasma concentration, AUC,,_s¢,; area under the
concentration-time curve from t=0 to 36 h, fu; fraction of unbound drug in plasma

Table 3. Relationship between Demographic Characteristics and Pharmacokinetics Parameters of Tamsulosin (n=
15) (1)
Parameter Correlation (r?)
a,-AGP vs AUC (total) 0.641
a-AGP vs fu 0.720
a,-AGP vs AUC (unbound) 0.130
CLck vs AUC (unbound) 0.173

a,-AGP; a,_acid glycoprotein plasma concentration, AUC; area under the concentration-time curve, fu; fraction of

unbound drug in plasma, CLcg; creatinine clearance
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Table 4 Pharmacokinetic Parameters of Tamsulosin after Multiple Dose (3)

Normal Moderately impaired Severely impaired
P
arameters (h=10) (h=10) (h=7)

Total drug

Cmax (ng/mL) 10.0£2.8 18.2+10.1* 23.8+10.9*

AUC,, s (ng * hr/mL) 148£58 303+£203* 395+161*
Unbound drug

Cmax (pg/mL) 302+294 379300 457£323

AUC,, s, (ng * hr/mL) 2.48%+3.08 2.93%+2.35 3.341+1.98

*: P<0.05 vs normal (ANOVA)

Values are presented as mean®SD. Cmax; maximum observed plasma concentration, AUC,, ,.,; area under the

concentration-time curve from t=0 to 24 h
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Abstract

Objectives : Training of pharmacists to give suitable information about self-medication to the general public has become essential. However, we feel
that the educational system and current educational tools are not adequate to ensure the proper teaching of issues related to non-prescription (OTC:
over-the-counter) drugs in Japanese pharmacy schools. The purpose of this work was to clarify the current status of the educational system for OTC drugs
in Japan.

Methods : We investigated and compared the educational systems for OTC drugs in Japanese and foreign pharmacy schools through questionnaires and
the Internet, respectively, to identify specific issues related to pharmacists’ education about proper drug use in self-medication.

Results : Our questionnaires and inquiries about OTC drugs revealed that the USA pharmacy schools on average have more than 45 lecture hours on
OTC drugs. However, only 30% of Japanese pharmacy schools have OTC drugs education, and even in the ones that do have it, the average number of
lecture hours was only 9. There were big differences in the OTC educational system between Japanese and the USA pharmacy schools. We suggest
these differences are largely due to differences in social background, such as medical insurance systems and the responsibilities of community pharmacists.
Conclusion : We conclude that the Japanese educational system for OTC drugs has room for improvement as to both volume and contents. To improve
Japanese OTC education, we suggest that a universal curriculum guideline for OTC drug lectures should be developed; this might help to reduce national
medical costs.

Keywords : Non-prescription (OTC) drugs, Educational systems for OTC drugs, self-medication, medical referral

Consequently, the training of pharmacists to give suitable

Introduction . _ S . .
information for self-medication to people is becoming more
The Japanese national medical expenses for the year 2003 critical. However, the proper use of non-prescription
amounted to three billion, one hundred and fifty million drugs is still poorly taught in many Japanese pharmacy

yen, and are increasing?. This is partly because of the schools. Meanwhile, the separation of dispensing and

so-called aging society. How can we alleviate or lessen prescribing functions has been advancing®. For example,
this burden ? One approach would be to encourage people in the USA, people often cure mild illnesses by purchasing
in Japan to take an active role in their own health care. OTC drugs, in consultation with pharmacists if necessary®.

Numerous factors have contributed to the growing self-care Also, the sales ratio of OTC drugs to prescription drugs is
movement in Japan. Non-prescription (OTC : over-the- higher in the USA than in Japan®. In many countries with
counter) drug therapy is an essential component of self-care, advanced self-medication systems, OTC drug lectures and

and the proper use of non-prescription drugs is one of the education programs have been part of a pharmacist’s educa-

most important missions of the pharmacist?. However, tion for a long time.
pharmacists may not be sufficiently prepared to handle this In order to understand specific issues in Japanese pharma-
growing movement of self-medication. For example, a ceutical education, we have investigated and compared the

sales person at the counter sold an H,-blocker drug that educational systems concerning OTC drugs in pharmacy

was switched to OTC without the knowledge of the pharma- schools in Japan and other countries.
cist preparing prescription formulas®. Pharmacists have to
. . . L . . Methods
give accurate information and advice, including medical
referrals, if necessary, to the general public, and thus require 1. Investigation of the educational systems for OTC
considerable medical knowledge about diseases and medi- drugs in Japanese pharmacy schools
cines. We sent out questionnaires to Japanese pharmacy schools

Reprint request to: Emi Nakashima, Department of Pharmaceutics, Kyoritsu University of Pharmacy, 1-5-30 Shibakoen, Minato-ku, Tokyo 105-8512
JAPAN
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about their educational systems for OTC drugs. In the
questionnaire form, there were four questions: did they have
any OTC drug lectures in their program, what details of the
OTC drugs were mentioned in the lectures or course, do
they have plans to give OTC drug lectures or course in the
future, and what do they think are important factors to

present in the OTC drug lectures or course.

2. Investigation of educational systems for OTC drugs
in other countries’ pharmacy schools
First we investigated OTC drug educational systems of
pharmacy schools in the USA by checking their syllabi or
We
investigated the web sites of all schools (65 schools) linked

lecture schedules on the pharmacy school website.
from the JustColleges web site®. In order to make our
investigation more global, we investigated several other
countries’ OTC drug educational systems and social back-
We

investigated the web sites of all schools for each country

grounds, and their medical insurance systems”®9-19),

linked from the Pharmweb web site'?.
the UK

Singapore were investigated. Finally, we compared the

Eight schools in

Australia, 38 schools in and 1 school in

OTC drug course syllabi and lectures. Here, we also
discuss the issues confronting Japanese OTC drug educa-

tion.

Results

1. Investigation of educational systems for OTC drugs
in Japanese pharmacy schools
We sent questionnaires to all 62 Japanese pharmacy
schools (at April, 2005) about their educational systems
for OTC drugs, and got replies from 50. The percentage
response was 80.6%.

The universities that have an educational system for OTC

Table 1
schools

SRTEEEE Vol.8, Nol(2006)

drugs were 15 schools (30% of responders) and those that
did not were 35 schools (70% of responders). However,
more than 80% of the schools (28 schools) without any
lectures at present had plans to have some lectures. In many
cases, lectures on OTC drugs were done during the third
year of pharmaceutical education, and 67% of OTC drug
lectures (10 lectures) were elective (noncompulsory) sub-
jects, as shown in Table 1.

The number of lecture hours for OTC drugs was scattered
from 1 to 22.5 hours, and the average was 9.1 hours.
This distribution showed two peaks, below 8 hours (8
schools) and over 13 hours (7 schools). The names of
the lectures for schools with less than 8 hours were typi-
cally “Pharmaceutics” or “Pharmacotherapy” and those in
schools with over 13 hours were typically “OTC Drugs
and Self Care” or “Nonprescription Drugs”, as shown in
Fig. 1.

Based on the forth questionnaire, we identified several
major requirements for OTC drug education (Fig. 2).
They were that pharmacists need basic knowledge of dis-
eases and drug therapy, and good communication skills
with patients. In addition, some universities required the
following items: ability to handle customers, proper knowl-
edge of typical OTC drugs, how OTC drugs are developed
(approval process or screening), how drugs are switched
from prescription to OTC, pharmaceutics of OTC drugs, the
different usage of OTC drugs for different diseases, and
business administration at community and hospital phar-

macies.

2. Investigation of educational systems for OTC drugs
in other countries’ pharmacy schools

We investigated the OTC drug educational systems in the

USA through the web sites of 65 US pharmacy schools.

The results of investigation of the educational system for OTC drugs in Japanese and the USA pharmacy

Japan (50 schools)

USA (65 schools)

In practice No lecture In practice Not clear No lecture
f I T
Status of lectures on OTC drugs (schools) 15 35 25+ 27 13
Nature of lectures
Grade vear (year) First Second Third Forth First Second Third Forth
y (lectures) 0 2 12 1 6 11 16 0
Ratio of compulsory and Compulsory Elective Compulsory Elective
elective subjects (lectures) 5 10 29 4
Fi fan for OT [
g Pling o gn
(schools) 12 16 6

lectures at present

* Presence of OTC drug lectures was judged from lecture names on websites.
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A
5 4 g -
o
£
Z
2
0

0 2 4 6 8

12 14 16 18 20 22

Lecture hours

Fig. 1

40 | .

w
o

Number of Schools

Distribution of lecture hours and lecture titles of OTC courses in Japan

Answers from 80 pharmacy schools
{rmultiple answers allowed)

Fig. 2 Matters necessary for OTC drug education in Japan

We found that 25 (38%) of Pharm. D schools have OTC
drug lectures under 33 different headings. On the other
hand, 13 schools have no lectures, and we could not clarify
the existence of OTC drug lectures in 27 schools from the
lecture titles. In many cases, lectures on OTC drugs were
done during the third year of pharmacy school, and 88% of
OTC drug lectures (29 lectures) were compulsory, as
shown in Table 1. Many American pharmacy schools had
2-3 credits (30-45 hours) of lecture time, as shown in Fig.
3. These lecture names were classified as Nonprescription,
OTC and Self Care and Self Medication, as shown in Table
2. The subjects were directed towards patient assessment,
patient education, selection of OTC drugs and non medical
therapy (self care), which are all very important for the
progress towards national self-medication (Table 3).

In addition, we investigated OTC drug educational sys-

tems of pharmacy schools in the UK, Australia and Sin-
gapore. Asshown in Table 4, lecture hours were relative-
ly long in pharmacy schools of Australia and Singapore,
but no lectures were found in the syllabi of pharmacy
schools in the UK. As for social background in those
countries, the UK, Australia and Japan have public insur-
ance systems, while in the USA and Singapore, only limited
numbers of people are covered by public insurance, such as
Medicare or Medisave. Australia has a public medical
insurance system, and community pharmacists have the duty
to explain the use of medicines to the public under the

Schedule 3 (S3) regulation.®
Discussion

The lecture time of 1-22 hours in Japanese pharmacy

schools is much shorter than that in American pharmacy
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14
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(0 15 30

3 4 Lecture credits
45 60 Lecture hours )

Fig. 3 Distribution of lecture hours relating to OTC drugs in the USA

Table 2 Lecture names of OTC drug education in the USA

Nonprescription Drugs

Self Care & Nonprescription Drugs

Nonprescription Medication

Self Care

Nonprescription Products

Self-medication awareness and Community health

Non-Prescription Medications and Devices

Self Care and Self Medication

Non-Prescription Drug Therapy

Self-Care Pharmacy Practice

Non-Prescription Pharmaceuticals and Herbal Medicinals

Self Care and Home Care

Ambulatory & Self-Care Therapeutics

OTCs

Self-Care and Health Promotion 1& 2

OTC I & Il

OTC Drugs/Self Care

Profession of Pharmacy/Intro Case Format/OTC

Over the Counter Pharmacy Products

Pharmacy Practice

Advanced OTC

Pharmacy Practicum IV

Pharmacy Skills Laboratory Ill

schools (7-60 hours).

many Japanese pharmacy schools that have more than 13

Judging from the lecture names,

hours of lecture time have an independent lecture course on
OTC drugs.
less than 8 hours of lecture time have their classes as a part
On the other

However, many pharmacy schools that have

of other courses, such as pharmaceutics.
hand, American pharmacy schools have independent lec-
tures specific for OTC drugs. Thus, there appear to be
large differences in the volume and contents of OTC drug
education compared with Japanese pharmacy schools, and
the Japanese pharmacy schools’ OTC lectures may be insuf-
ficient to fully educate pharmacists for providing advice on
the option of self-medication to the public.

From the fact that about 80% of OTC drug lectures have
been done in third year classes in both Japan and the USA,

we can infer that teachers aim to provide information about

OTC drugs to students who have already studied the basis

of pharmaceutics and diseases in their 15t and 2" years.

However, more than 50% of pharmacy schools in Japan
do not have OTC drugs lectures now, but have plans to
include OTC drug education for their students in the future.
Clearly, many pharmacy schools are interested in OTC drug
education. However, our concern is that their curriculums
might show large divergence because there are no guidelines
for OTC drug education.

The answers to our questionnaire from Japanese phar-
macy schools revealed that the major requirement for OTC
drug education is that pharmacy schools need to give their
students a basic knowledge of diseases and medication.
They also need to educate students about communication
About half of the schools did not

provide training for evaluation of symptom, evaluation of

skills with patients.

medicinal effect or medical referral, however, although

these are keys to proper self-medication, and could be

—9 (9) —



[ S HSE Vol.8, Nol(2006)

Table 3 The object of OTC drug education in the USA

A. For each non-prescription drug product, the student should be able to:
1. Recognize the usual indications for use;
2 . Evaluate the safety and efficacy of each ingredient;
3. Select the most rational ingredient or combination of ingredients for a given treatment plan;
4 . ldentify and make recommendations for the management of potential drug interactions or adverse drug reactions;
5 . State the contraindications for the use of non-prescription drug product;
6 . State the usual dosage;
7 . State the most appropriate route of administration;
8 . Recognize the label warnings on products and the rationale for each;
9 . Identify the usual therapeutic endpoint; and identify medication information to be communicated to the patient or a family member
B . For each common health complaint, the student should be able to:
1. Identify associated signs and symptoms,
2 . Determine which signs and symptoms may be ameliorated by non-prescription drug
3 . Determine which signs and symptoms need further evaluation by home diagnostic devices;
4 . Determine which signs and symptoms should not be treated with non-prescription drug
5. Identify the most appropriate type of health care practitioner or agency for patient referral, when self-medication is not advised;
6 . Identify non-drug measures that may be included in the patient’s treatment plan;
7 . ldentify which devices may be used to assess the patient’s adherence with therapy of disease complication;
8 . Describe products that are recommended for use with specific devices.
C . The pharmacy student, given a selected non-prescription drug product should be able to explain the appropriate use, method of administra-
tion and general precautions for each.
D . For each non-prescription drug therapy plan or patient referral to another health care practitioner, the student should be able to demonstrate
communication skills and decision-making for the achievement of professional counsel and advice.
E . The student should know the commercial names and individual major ingredient or ingredients of common non-prescription products listed

in the Handbook of Non-prescription Drugs.

F. Given a patient’s medical and drug history, the pharmacy student should be able to select the most appropriate non-prescription drug product

for use.

G . The student should be able to state and explain the steps that need to be taken in solving a common therapeutic problem / adverse effect
presented by a patient.

H. The student should be able to identify how to counsel a patient on the use of non-prescription medications and be able to successfully

communicate this information to the patient.

Table 4 Comparison of educational systems for OTC drugs and social background in the world

L h
Items | Percentage of OTC . ecture hours
. Representative | (at undergraduate ) .
drug education of Drug category for release to public Public insurance
lecture name schools)
Countr pharmacy schools
Grade year
0oTC,
more than 38% of | Nonprescription, 30~45 hours - Medicare
A
us 65 schools Self-care, third year prescription drugs, OTC drugs Medicaid
etc
0% of 38
schools Management POM (Prescription Drugs)
UK (1 school at of minor Not on Internet P (Pharmacy only Medicine) every one
post graduate ailments GSL (General Sales List Medicine)
class)
S 4 Prescription only medicine
Complementary . . -
. o 5~94 hours S3: Pharmacist only medicine
Australia | 38% of 8 schools | medicines for i - every one
harmac second - forth year S2: Pharmacy medicine
P Y U/S: General sales item
Pharmac 36 hours rescription drugs, OTC drugs Medisave
Singapore | 100% of 1 school . Y . P .p _g ’ g ) Medishield
practice third year (pharmacist prescribe some medicine) .
Medifund
T h
Japan 30% of 62 schools Self(-:c:::gs and t:irdo;:\r prescription drugs, OTC drugs every one
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regarded as among the most important purposes of OTC
drug education. Pharmacists in community pharmacies
need to communicate well with patients to understand their
conditions and to select suitable drugs to recommend. At
the same time, they should give guidance on self-medication
to patients, and if necessary they should refer the patient to
a medical doctor. This will also have the effect of lessen-
ing the burden on doctors. Further, doctors would be
assisted by the information from patients sent forward by
the pharmacist. Therefore, we propose that a universal
curriculum guideline for OTC drug lectures in Japanese
pharmacy schools should be prepared, with suggestions as
to suitable content and volume of OTC drug education.

The reason for the substantial content of OTC lectures in
the USA system may be the substantial demand for OTC
drugs by the public in the USA, so that American pharmacy
schools intend to educate pharmacists to meet these
demands. In NAPLEX®, a national test, which students
have to pass to receive their pharmacist’s license in the
USA, many questions about the proper use of non-
prescription or OTC drugs and the education of patients are
included!?.

A comparison of the OTC drug education systems of
foreign countries and Japan indicates that social back-
ground factors, such as a medical insurance system or the
responsibility of pharmacists for medical advice at commu-
nity pharmacies, markedly influences the nature and content
of the OTC educational system. Countries with universal
public insurance systems, such as Japan and the UK, have
shorter lecture hours than other countries. Community
pharmacists in Australia have a particular responsibility,
because in Australia there are pharmacist-only medicines
(S3), for which patients must consult community pharma-
cists before purchase®. The greater responsibility of com-
munity pharmacists for OTC drug prescription may be the
reason for the substantial volume of OTC lectures in
Australia. Japanese medical insurance is universal, and
pharmacists do not have the duty to explain to the public
about drugs at present. However, educating clinical phar-
macists to be able to offer self-medication to people will be
very important to improve public health and reduce medical
costs. Therefore, we suggest that it will be important to
develop guidelines for a Japanese OTC education curricu-
lum with suitable volume and contents.

Among Japanese pharmacy schools, only 30% have OTC
drug lectures. Also, there are large differences in the

volume, contents and purposes of their curriculums. Gen-

erally, the main purpose was to provide knowledge of OTC
drug characteristics, but a half of them did not provide
guidance for evaluation of symptom, evaluation of medici-
nal effect or medical referral, which are among the major
aims of OTC drug lectures in US pharmacy schools.
Lecture time in Japan was much shorter than those in the
USA and Australia.

ences in OTC education between countries were largely due

The results indicated that the differ-

to differences in social background, such as medical insur-
ance systems and the responsibilities of community pharma-

cists.

Conclusion

We found that there are large differences in the levels of
OTC drug education among Japanese pharmacy schools as
regards volume and contents, and the current levels of OTC
education in Japan appear to be insufficient to educate
pharmacists to advise people on self-medication. Social
background factors, such as medical insurance systems and
the responsibility of pharmacists at community pharmacies,
have influenced the OTC educational systems in different
countries. To improve Japanese OTC education, we sug-
gest that a curriculum guideline for OTC drug lectures
needs to be developed. This should help to keep national
medical costs under control by reducing the burden on

doctors.
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Abstract

Objectives: The aim of this study was to develop an e-learning system by that enables pharmacists to acquire the practical knowledge for proper use of
drugs. We made the contents of the system with improved concept to more efficiently provide drug information in comparison to the conventional ways,
along with the practical application and evidence of drug information.

Methods: A world wide web page-based educational system was constructed for donepezil hydrochloride (Aricept ®), which is used for the treatment
of Alzheimer’s disease. The user’s answers were judged by a user’s browser using JavaScript.

Results: The website consists of eight episodes with essential issues for the proper use of donepezil hydrochloride. Each episode consists of the question
section and commentary section. The question section has two or three multiple-choice questions for each issue. The developed learning system has
advantage over the conventional methods to provide drug information. Three episodes were opened to the public on the server of Eisai Ltd. in October
2004, and the five episodes were additionally uploaded by October 2005. The visitors to the index and episode pages numbered was about 16,000 within
six months after the opening and the highest number of daily accesses was 971.

Conclusions: The developed e-learning system may become a useful medium for the pharmacists to acquire the practical knowledge of drugs to promote
proper use of drugs, and to avoid medication errors.

Key words: proper use of drugs, e-learning, medication errors, world wide web
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Abstract

Objective: There is a risk that serious adverse reactions, unexpected in the clinical trial stage, develop after the marketing of drugs. Therefore, the
Ministry of Health, Labour, and Welfare imposes an obligation to perform post marketing surveillance and report pharmaceuticals and medical devices
safety information. Based on post marketing information that were collected by these systems and evaluated, the production/provision of “Emergency
Safety Information” and “Pharmaceuticals and Medical Devices Safety Information” and revisions of package inserts are performed. Therefore, we
analyzed the types of adverse reactions published in “Pharmaceuticals and Medical Devices Safety Information” and the interval between the date of
listing in the national health insurance reimbursement price and the publication of adverse reactions.

Methods: Of “precautions for the use of drugs” published in “Pharmaceuticals and Medical Devices Safety Information” No. 169 (August 23, 2001)—No.
211 (May 31, 2005), “Important information such as that on adverse reactions” was analyzed in terms of the journal No., date, non-proprietary name,
brand name, Standard Commodity Classification Number of Japan, therapeutic category, date of listing in the national health insurance reimbursement
price, and the contents of additions/revisions of underlined parts based on package inserts.

Results: Additions/revisions of underlined parts in “precautions” were mainly concerned with “adverse reactions (clinically significant adverse reac-
tions)” and were published 144 months (mean) after listing in the national health insurance reimbursement price. The interval between listing in the
reimbursement price and publication in safety information was less than 3 years in 31.7% of drugs but more than 20 years in 21.6%. Terms associated
with clinically significant adverse reactions that were frequently added or revised included liver dysfunction, jaundice, fever, dyspnea, interstitial
pneumonia, ALT (GPT) and AST (GOT). There were clinically significant adverse reactions observed irrespective of the types of drug (such as terms
associated with adverse reactions in the liver/gallbladder system and the blood) and those that markedly differed among drugs (such as terms associated
with adverse reactions in the muscles, kidneys, heart, and pancreas). For anti-tumor drugs, the number of reports on “adverse reactions (clinically
significant adverse reactions)” was high, and the interval between listing in the reimbursement price and publication in safety information was relatively
short. For these drugs, terms such as jaundice, interstitial pneumonia, fever, and abdominal pain were added or revised. For drugs for the central
nervous system, the number of reports was high, and reports were observed for a long period after marketing. Terms such as jaundice, fever, and CK
(CPK) were observed. Drugs for circulatory organs more often showed a considerably long interval between listing in the reimbursement price and
addition/revision of information than the above drugs.

Conclusion: “Important information such as that on adverse reactions” published in “Pharmaceuticals and Medical Devices Safety Information” showed
differences in the interval between the initiation of marketing and publication in safety information and also in added/revised terms among therapeutic
categories of drugs.

Key words: Pharmaceuticals and Medical Devices Safety Information, adverse reaction, precaution, package inserts.
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Abstract

Objective: In this study, a statistical and pharmaeconomic comparison was made to evaluate initial chemotherapies (Carboplatin and Monthly Paclitaxel
and Carboplatin and Weekly Paclitaxel) of advanced non-small cell lung cancer in terms of their effectiveness, tolerance and cost efficacy.

Method: Reference search was performed through the PubMED and the Igaku-chuo-zassi, and the obtained references were screened based on specified
criteria. From the screened references, probabilities of effectiveness and tolerance of the chemotherapies were extracted based on specified criteria.
Moreover, from the extracted probabilities, a joint probability was calculated according to treatment period based on a constant hazard calculation
formula. Subsequently, five respiratory physicians performing lung cancer treatment generated modeling of categories and frequencies of examinations
conducted monthly and weekly, as well as treatment procedures for adverse reactions, and then the expenses required for the examinations and treatment
procedures were calculated based on a Medical Fee Table. A decision tree was constructed to calculate average expense per patient depending on
administration. Furthermore, average expense per chemotherapy-responsive patient was calculated to make a comparison between monthly and weekly
ones.

Result: Analyzed in this study were two research papers dealing with monthly chemotherapy and two with weekly chemotherapy. The probabilities of
monthly and weekly chemotherapy in the administration period of 4-cycle were as follows: 25.00% vs. 31.64% (response rate), 55.13% vs. 21.63%
(neutropenia), 2.68% vs. 1.48% (fever due to neutropenia), 10.24% vs. 4.04% (peripheral nerve disorder) and 7.30% vs. 5.31% (nausea and vomitting). The
average expenses per patient of monthly and weekly chemotherapy are ¥1,815,222 and ¥1,819,450, respectively. The average expenses per patient who
responds to monthly and weekly chemotherapy are ¥7,926,734 and ¥6,060,793, respectively.

Conclusion: These findings suggest that, compared to monthly chemotherapy, weekly treatment is more cost-effective per chemography-responsive patient.

Key Words: Carboplatin, Paclitaxel, Chemotherapy, Pharmacoeconomics
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FoEEWeb BTN, [(WVKRT Z7F >~
OR¥7 ) % % %)) and (JEFEFX) and GE/ IR |
E L7, 2 L THERIC & » THI S 72 SR T MR o e
Zii7e T b DEBIM L. R L L7,

7) EBMIZBWTHIETHA L I2BIFAZ 87y AN
WIS E SN D T AR BR T, WG O
HEM 7 IGTRIARTIR ) TH 5 2 2 HWr 3 5 72 ISR 25
Tl 7

1) KDODB L ZQDIG-FHETH 54,

@D Monthly #€Z: : CBDCA D $% 54k 7% 1l v i 2 il 5t
TR (LU AUC) =6 T, PTX D h-mas btk
ikEH 72 ) 200~225 mg/m>TH V) =Bz —[n] A%
LTdh b4,

@ Weekly ¥ : CBDCA D 5-8%% AUC 6 T, PTX
DG D EBEWRERH 72 1) 75~100 mg/m*>TH Y
LEE AR, 20tk 2. 3BEHIC PTX OffY-
WAV AR H 72D 75~100 mg/m>ThH ) HAI%
5L 4 B HKIETH % HE, (Radiotherapy Ff Hl.
Biweekly, CBDCA : AUC 2, Day1,8,15 % £ (3ot
¥ %,)

7)) EEERRTEE R R (), ). 27— Y1 B-
IV, ALAEZS (W P i - 2 o fth) DA T DRSS
HENLH,

2. F-90fRE

TERT R DS ISR IS 2E D e W X 9 2 & et
¥ 7 b SPSS for windows 11.5J Copyright (C) SPSS Inc
EHWT/ »¥5 2 )y 7 ? Kruskal-Wallis 53 #1 %
o7z,
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A INm X LT 57— I3EBRK 72 b
=), WL ERET. AT 2ERE. ARz
W, TRIBLE, AT, AR, BT, WS
T 2 EIER CREl D s s AEdE IcHE L 72 77y — F 3
4) OFERLETELE, (R]1)

Ron Goeree 512 & B¥)— " — FILMBAFH AN 2
AW, T 270t a—vofg Atk BEtotsz
A L 72 #F 5513, meta-analysis (Random  effect
model) DFEIC L N HFFRED/ NFT Y X 2L, TiLD

[Pg— i — F~F] 2HTHEREHA L2, ZDF,
VAR D IR G 4 A 7 v ~8 A4 7V EED
NTwasprs, BE 4, 6. 8V A4 711D 3DIT5rT
AR 2 H5 L 72,

S(t) =1-exp(-ut)
S(t) : BEWIMIZ BT BHER R,
u D= R~ BIER (4)

C DA T Monthly or Weekly vs xFIEEEIC B T
FHEEEDR— T < TY L vy, 28X EThiFnid%
LZpnw gD Tz, F20 R 2 FSIT B W THER SN T
ERLDEHMATELZLDLL, INHETOMERIZ, M
M2 L COHFE CiERMREH < D & LT Monthly
& Weekly # i L 72,

3. BEERGOETIVE

HMRDITA R ZA v EBFIC BERINE SRR MG
FRIZHE D > T ZIPFIRZRFHZERR 5 A & A L T it €
FNEEE LTz, £72L 24 VPRGN ED b %
L7, (F2)

B, MRERAE 1.48 m2/mg (HARADFE IR
). RERMAIEEE (LUF GFR) % 100 mL/min (IE#1H)
& CBDCA % AUC=5 TG 247) LIEL 7,

Monthly DE#IZ. 194 702 3HM (1EH Y
L. 2 BEREE) X LA A 2 i TR 2 > Ea—5 —

®1. AR REMNEREE

W e i (VLR CT-scan) . BEEBOAILIG 2 > Ea—5 —
Wiz (LUF MR, 253 > F 775 202 & 250 FHE %2
119 LARGE L 72, BEINEBRREE T Monthly W% 21T 72
BHEOVET N T =8 2BHIC HMINYA 7)vi3 2l BEA
B L. ARSI 4 6 . SEREMATE2 1M, X
2k 2§ 2 3 W, CT I X 2§22 1 475 &
WKE LR, £7229 4 7)VED SIIMRICTHEYS L, ik
FRAE. XHR, CT-scan I & 2 Hlf§2lr 2 2 2L 1 0479 &
g L7z,

Weekly DiGHEE, 194 7% 4#M (1256 3HH
TIFEEES L, 4 HAKREET5,) L, 494 70k
T14MgE CT-scan, FAEED MRI, &4 > F 75412k 3
SHFHE 2 AT 9 S CE L7z, BRI E BSWFE T Weekly O
WEREZIBEHEDOV LT N T =2 2B HIT4TA I Vve
THRICTREG- L, 194 7 vhhilnighid 2 4 . X#ic
X g2 % 2 [nl, CT-scan I X 2 HI§2Hr 2 1 479
ECE L7z,

BB & 2 DT RO & B ) GE L 72,

1) IFhERANE DA

Lot 52 —EM4ED L G-CSF #A| (77 » ik
BHE® 75 pg) % 3 HIEEC IS 29 L RE L7z,

2) UFPEREEIC & B RED B

bk 52 —Hpk L, THEMARL, 2o, I
WY ORRS MR, AR — AR, ik b &
2M) Z2m L, —EMRPEHEEEG L2 oRELR, £
DOWPRIIHERE T 2 7 > HGHE® 400 mg, EFHH- X >
E—2® 2g KIFAER® 250 ml 2 — B [l EIR P S REE
BPL., #E 5 M. 20k 2 AM> 7 v x4 > 200 mg
g8, A=A F O 35mgxr 3 _RHBEL, BEET 9L
RE L 72
3) RItEREE DA

(L2ERE e G- 2 — BRI ALIE U, SR SR L, ol »

o | PRI |
. reference X EHAE . PRk AR | &S -
Trial No. Dosage ) AN | e@FW=E iffﬁ E;;é Fﬁ; 1Eet
2 o
R.Rosell et al (2002) 15) 200:5(;? 3 | 309 | 25% | s4% | 6% | 9% | 6%
Monthly**
225 mg/m?(over
Karen Kelly et al (2001) 13) 3-hr) + AUCG 3 206 25% 57% 1% 13% 11%
100 mg/m?
Chandra P.Belani et al (2003) 6) (day 1,8,15) 4 132 32% 22% 2% 5% 5%
AUC6 (day1)
Weekly **
100 mg/m?
Chandra P.Belani et al(2001) 19) (day 1,8,15) « 4 72 31% 21% 1% 3% 6%
AUC6 (day1)

¥ 1 D PTX 200~225 mg/m*% CHEEE T3,
¥ 2 I PTX 75~100 mg/m* % CHEHE & 35,
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x 2 . ERINERRREREAEIMonthly, WeeklyBEDL o A >

EeR% InEpRmRT
114 27)A3BREL 1 BixS., 2BHAREET S,

#HE—HENCT A FO>® 20mg+XKIEER® 10 ml BIkEST

&EYHEIC

@ (FE) VFT3® 500mI+KCL® 10 mEq ZiRiES (100 ml/1hr) (&7 £ TKeep)
@ &) AR ® 20mg+KIRER® 10 ml BRES GE51% 1 BFMZ=IT3)

~NF+EE® (10mg) 58 \WORS

1 RFIZE(T

O @ & O

(2001) : Monthly Paclitaxel and Carboplatin

Wy wo® 50 mg+KIFERF® 10 ml B ES
0 F—=2® 10mg+XFAER® 100 ml BIRA S EST (30 £H (T TRE)

F%/—)® (212mg/m*) 310mg+ 5% 7 FVHER® 200 ml BARA=EES (3 REHRS)

NS TS F® (AUC=5) 625 mg+KIFER® 500 ml BARA S7EES (2 BREA T TRS)
NS TSF P RBEDRDT (HI/S— bDF AUCX (Cer+25)) Cer= (100 ml/min)

£0 F—2® 10mg+XKIFEE® 100 ml EIRAAEEET (30 HH T TRE)

ERRR HNEIPSmBE (2004) : Weekly Paclitaxel and Carboplatin

194 2% 4 BEE UEBIXS 4 BEKE

@ (FE) KBFER® 250 ml SiERARNEST (F&7T & Tkeep)

~NFHEE® (10mg) 58 \ROF/S

@ (IE) 7HFOX® 10mg + KIFRER 50 ml TN® BRERA SEES (15 mind T TiRS)

® HRI— © 20mg + KFER® 20 ml BikES
@ ST7500 Amg+ KIFERC 20 ml BIREE

® &FV—I® (87.5mg/m?) 120mg + KFER® 250 ml BRARMA =idiEs

©Day 1 & (FE) KIFEAR® #50ml Flash

@ RS TFF® (AUC=5) 625 mg+KIFER® 250 ml BERASEES (—BRIH 17 TRS)

NSGTSF 0 HBEEDHRDS (HI/x—bDF AUCX (Cer+25)) Cer= (100 ml/min)

JT750% Amg+KIFREER® 20 ml BEiREST
O (FE) KIFEE® %ZE #50ml Flash

SIGERETH D LARE L7z,
4) ES - E B4

S LIS AR T, F (T Fa s E®) %20
mg W, BRI LEIR (V77 o T 2 49)
% 5 HE o X iE L7,

4. BRADEH

Microsoft Excel (Microsoft corporation. Redmond.WA)
# JI\» T Monthly, Weekly D& 2 %535 1 94 7 v iz fli
3N ammmir, hEMLBTARTHE L, Mg
WAL, mflr, AP X ofskEH2(RR3-1, 3
-2),

5. BRMESN
1) PUEAIG LD BHREEIR O PIWE %

DATA 3.5 (TreeAge.Software. Inc., Williamstown.MA)
#MvT, P.P Leung 5 DK% S5 (M % 7Bk L

7o HIMPE (30 IR & L T Monthly & 7213 Weekly
DELLERWIPEZRIRTE L, FWTIECD L3S
A GIrOBIIZ &) EFEZ Pk, L < 3SRk & ik
L7e, #&54kietc, BB ICx LB L2, LawrTH
2 E L2, ZOBE. ZTAD DI TR Y- 2 dik
L7232 A 7V ET, BHLSAE6 A 7V
T, ZHL T WA AT A 7V ETOER»RET
B EE L7z (B 1), 1ER L 72l 1 SR T — 2 Dt
X DELNEREER2NAL, HL728FH—AD
720 DV 2 BN TE > TEY LIcEHE—ANb72)
DERERDT2,
2) BIER IR ER

DATA 3.5 Z W T, JE LS 2Flllrk 2 25 12 hf sk
PDRE, PP ERIRAME 12 & 2 FEEL, SREGMRERRE, 1k & 5.
WEnt > 4 > D RIWER & &2 HIls 2 /B L 72, B3
[t FEE & LT Monthly F 7213 Weekly D ¥ 5 522 % [l
WAHPEELE L, fiw TRITER A 4 4 7 vp—[lT
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%z 3-1. Monthly, Weeklydt 4 ZILd 1= V) IZ#HH > - BREER
. " monthly 14 2841 OILL s |monthly 14 (2494 2L A=
mE |WE B BRI ) omy | RomEM WeekV B () urast | Boast| WeekvER
S HRIRE
BRARER Mt 12 B 0 1 4 0 12 48
FRAHIMES 25 [ HREE# 6 1 4 150 25 100
AR ARE 27 |\REEH 6 1 4 162 27 108
et as . o 185 (ABseEE#I[E]
Mg b34e7E 10 BRI L 165 |#RZE A% 1 1 1 0 ) 165 165
MiERE | C RItHERTER 23| REEE 6 1 4 138 23 92
IMRFHIRE IR 130| Bic—H 1 1 1 130 130 130
SRS HIRE IR 140| Bi=—[g 1 1 1 140 140 140
EEFHRE (1) FIMR 150| Bi=—[g 1 1 1 150 150 150
iﬁjﬁ:fﬁw%’lﬁﬂi;’éﬁi%@ﬁﬁ%ﬂﬂ:ﬁE 430/ B1=—m 1 1 1 430 430 30
MERERERT 1485 & 1102 & 1363 &
BIEE T & VRS LR (BHRS) ESE ;
TR 2 301 | R EE# 3 0 2 903 0 602
EGEIEME 1 (EfEsH) 48|Biz 1@ 1 0 1 48 0 48
aAYEa—SWEEEME BEEEFEEERS 10 5
KA TF oA 320‘;,J 0 100 mi—5 2913 | R EE# 1 1 1 2913 2913 2913
drEa—suiEsslet (AEp) 450( Rz 1@ 1 1 1 450 450 450
EfGEHT | ESEIEME 2 (2> 21— BBk 72|Ai21@E 1 1 1 72 72 72
EERTE FAR AT 4386 5 3435 5 4085 5
EREMMEREI Y1 -y (RO X)ERETFE
BEE AT O RS D ImI 1 - 2607 | REEEL 0 1 1 0 2607 2607
BV UFISL(1EIIDE)+ ) PR— N
S b 1ES+ AT v 740 MBq * 4534 | 1RE A% 0 1 1 0 4534 4534
TEEFEOMTRY « 375/ R 1@ 0 1 1 0 375 375
* AY A JIWEHOMRHENHEET 2ER 0= 7516 55 7516 &
BE SEES 95 |#% 5 E1% 1 1 3 95 95 285
R mEESIE 80 |#5E1% 1 1 3 80 80 240
ES . SkeTn
SRR IE 300 30 s e 0 1 3 0 300 900
ESINEEAREE 175 & 475 & 1425 &
SiREoERt 68| 2 2EEI%k 0 1 4 0 68 272
ABreR,
et | FHIEREER 350 —EEEilFaﬁt: 1 0 0 350 0 0
1
tnthEE 350 & 68 = 272 55
Qﬁ('ﬁ% ﬁﬁﬁ’%ﬁ%l VREARRRERIAN) s ApeEs 21 0 0 29778 0 0
HignE (178) 18| ABRH%K 21 0 0 378 0 0
RESEEREMH 1 72| NBRB % 21 0 0 1512 0 0
Al | FEEERENnE 25| ABzE# 21 0 0 525 0 0
Abrastas sk 32193 & 0 0
AEEE HE+AFHREBRNIEE (M) 2120 | ABzBE %% 21 0 0 44520 0 0
AEEE (EHoBIHY) 50 | ABEB % 21 0 0 1050 0 0
AFAEEES 45570 [ 0 0

* HEIDEEM=BERR PR 15F4 AR
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xR3-2. BfEARERICHHI D ER
EE |hE A (R B D FAEERE ik & LB
J5E® 75ug 0.3ml 1% 1376 3 0 0 0
SIS YL TF 4 R® Amg 1§E 179 0 0 0 5
WEE7 I HS2iE® 100mg 18 93 0 20 0 0
EHE FHAYEIE—L® 1g 153 0 10 0 0
KIZEE® 250 ml 13 0 10 0 0
> 7O%42® 200 mg 15 0 0 0
F—TAF®  375mg 4 0 0 0
&5t 41280 36340 A 0/ 8950 [
SORRIREM r 2k (22)
MRS 25 0 2 0 0
RYMBE—IIRE 27 0 2 0 0
Mmi%{b3%%E 10 IBEUE 165 0 2 0 0
CRICHEREE CRHHERL) 23 0 2 0 0
MiERE | MRSFRRERIE (B 1E) 130 0 1 0 0
SEFIREHIRE (R 1E) 140 0 1 0 0
EESFHRE (1) e (B 1E) 150 0 1 0 0
ﬁf%fé:gflﬁﬂi%ﬁ?&%@ﬁﬁ%ﬂﬂ 430 0 0 0 0
&5t 0/ 9000 4 0M 0M
_|BEERTO S IVBREALAIE (BERERRY) 301 0 ) 0 0
EgEoHT | EMSEEFEAMRT 2
EGEEME 1 (EgEH) Al1E 48 0 2 0 0
&&t 0M 6980 [ 0/ 0M
siRpEr 68 0 0 1 0
EE |FIRERIAY (ABRRIZE £ 40 12 0 2 0 0
BE s 95 3 7 0 0
EHIEIReE R 350 0 3 0 0
&&t 2850 [ 17390 680 A 0M
e N N, N R .
%'ESH;EM%M% (Fa7ERRAY 17 BIAA 155 0 7 0 0
Higm&E (1% 18 7 0
AiRE | REEBEEEME 1 72 7 0
EEREmE 25 7 0
ﬁﬁ;ﬁ% BEE+ BEEREBNIIEE 2120 0 7 0 0
prem—— " =
?;%;ﬁ(%ﬂ) & & G0 BEHoBL 50 0 7 0 0
&&t 0 118720 A oM 0M

HEIESHBM T RER FRI5F4 AR
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RS i

LTWZnwpr Ty 2 S IREL2, 2D
BRL BB 33825 U723 A 3 & B F82E R 12 b 208
HRAICEAE T AND2) OPEEAEINE, BEL -7
el i*% 1 AH720 DFEE DA U’izﬁ L7z, (®1)
BERICEY L Cl3fiA L7z E 2 &£ 12, Microsoft Excel
Z FH T RIVEF FEAEIRE B I E: IS BRI 842 38 2 1T
AEMIE 2 HE LA 0B — bl ) oMz
B Lo, b L2RERRAE 2 HE L2850 B — A
Hiz Y OB % 1) DEH—ANBT2) DBEAITMZ
CNEBNETH LI L2k - TEMEHRE 2 H 0 L 72
ﬁmﬁﬁbtﬁﬁék%toﬂﬁmémbto

bR L7,

6. HEMMT

PUEAITG-12 B 1T 2 ETGEIR OB (K1) 128 W T
Weekly DIET=D L I3 A SOBBIZ L 285 iko
fift % % A fff 5€ T {3 ChandraP. Belani & O XCHk % % 12

5% L7, LrL, 2OXHKIZ3HEGIETHAFT 5%
TH L4 L T 57203 T, Weekly D53 TO Wi
2 BAEAHIPA L T\ 7 7272, Microsoft Excel %
T, 0 %D & 15% DR = L7z,

F7o, ARWEDOBE G 5 —H B 72 ) o ABEE
WHEASh 572728, Monthly IZBWTIZ1H 4 Z)VHD
ABEH BRI OFRERIIRDBET L HZ LN
7o ZZCABEHEZZ#SE 21 H, 14 H, 7H EEHS
T, BHLEB-ANBY)DOEHERD,

F Vol.8, Nol(2006)

HER

1. XEkig®R

FRERDAER, PubMed I2B VT T) 63 . A )332 . %
PEEICB W TIE 107 P23 ) S 7245, Monthly & Weekly
B L7253, 2004 4 12 H B IS TAAE R 37,
Monthly & cisplatin+vinorelbine!®7c £ ? il xf % & & It
. b L < (3 Weekly @ & o g ok 5 o> 4 Gy SC0%°
Monthly (3 5 G X'® 19 10 10 18 Weekly (3 5 Fi
O 1019 20 20fEHE LT \ne, D9 b TS L 572
7313 Monthly Tl Kelly K et al 5 & Rosell R 5199
2 &3, Weekly Tl Chandra P. Belani %9 90 2 53X C

Ho72,

2. F—-I0HE

Ly - T E Lol HHMETII AR, BN
TUIAF P ERIEARE, AP BRIGAMIE IS £ 5 J88, R phkEb
M ELCENTH o 72, £ DOFAMERIIHG-EIR A 4
6. 814 7 )L, Monthly xf Weekly I35 W T, Zah#(L
25.00% %t 31.64%. 35.00%x+ 43.48%. 43.75%%F 53.27%
TH 720 WHEREAME (X 55.13%%F 21.63%. 69.94% %
30.63%. 79.87%%F 38.59% T & - 72, f HERIAME 1
FedhiZ 2.68%xF 1.48%.3.99% %} 2.21%.5.29% %} 2.93%
TH-72, RS (3 10.23% %1 4.04%. 14.95%%f
6.00%. 19.43%xF 7.92% TdH - 72, &L M@t 13 7.30%
xF5.31%. 10.75% % 7.86%. 14.07%%} 10.34% TH - 72,
VI b 54 R TIE Weekly 2555 <. 58251 T2 Monthly
DBEHHATICBWTEWI EDHLR 572,

FETH L <(F, JEICKDHIE
Monthly#ik : 4 Z=eh 3
=% j
FECH L <, SECLDPIE
<
=
Weekly L&
=0
alfEm®» U
Monthly#e;x 4
SlERAE L
<
EEM U 4
Weekly ik BIVERZEL 4
1. Monthly, WeeklyDiifE&lix 5% DAEER 12 & 17 3 HIMTE & BER OB H|IC & 2 HIks
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3. NHAIONBEYVOERBE LUKRES

Monthly ¥ Weekly ® 1 %4 7 v & 72 V) O H H 13
265,340 [, 316,070 1] T & - 72, MLk R O B A (3.
Monthly » 1 4 7 )V H 314,850 1, 2 %4 7V HIZ
11,020 P4, Weekly (3 13,630 FITdH - 72, H{E2HF O B
I3, Monthly & 1% 4 7))V HZ 43,860 1], 244 7V HiZ
34,350 1, Weekly 13 40,850 I TH -7z, 44 72 VHD
HAHE DBE, —FEE72174T 9 MRI, ¥ » F 75 413 Month-
ly. Weekly & & 75,160 M, KIZiT:4+E H (3. Monthly O 1
FAZVHIZL1,750 . 294 27V HIZ 4,750 FI. Weekly
13 14,250 HTH - 72, £ D3, Monthly » 144 7))V H
133,500 ., 244 7)vHIid 680 . Weekly (32,720 T
BTz, Abe#, s 1 Monthly D 14 7 )VHD
AFETE, AFEH 13 321,930 [, FFFE#E 3 45,570
Thotz (F3—-1),

4. BRAMEIN

Monthly I2 T, ABEH%Z 21 H, B3 LS I3 A S
DILHIC & D ER P ILOMERZ 2 5 9 9D HA TR
8.4% L L. Weekly ICTHEL D L IFHA HLPDHEHIC X
DIRPEFIEOTERE 5% L Ly X 1 O HWis & Bk 35
A=F ZHOTHB T 21T > 72, ZORE. BE—AD
720 O ¥ ] (X, Monthly & Weekly T Z 4L 2 1L,
1,815,222 1 X 1,819,450 I TH > 72, EH—ABH2Y D
P & 2 N ENDEBREEDZZNHED» s B LIz —
ANH72) DB ERD B L. Monthly %7 7,926,734 I TH
% DIz xf L T, Weekly 136,060,793 ] & Weelkly (3,
Monthly D#J 7T6% D EH & 7 > T %o KRICENERIZ O W
TE, o T — 2 7% BRI L e Gk ol e %
KO DBFNTEL -T2, BIEM A LT LR H
1EE 2L D ERE L THMT L7z, £ DF5H. Monthly &
Weekly DRIERAEEZ HRE LA BB —ANHI2) D
F. W ERIAE T 24,316 I & 9,532 P, 4F BRI
hEIC & B FECC 5,088 1 & 2,826 . Ak pikhiisE T 70 1
E2TH, MESCELT653 & 475 Th -7, Zhh
ZRAITRDIZBFHE—NH72) OTFEEITINZ T, SR
REEHE LS ADE LB AH2) DB E R
® % &, Monthly 8,058,293 [, Weekly 7% 6,103,631 [1]
XD o7z, RMERREAEEZ HE T 5 L. Weekly 13
Monthly [ZHE~T, B3 ZERH D &S £ w9 Domi-
nant & 7 5 A5 H05 5 1172,

5. BES

FIWHEBEE Ik L7CFERICOWTRE ST 2T - 72, %
DAER I IEFER 2 ek D 16% & LTH R L 2B —
NdH720) DL, Weekly D J75" Monthly D H &L D b
ABRAIIZ 7 2 s b b - 72, KIS Monthly D AR H 212D

TSN %2 B % >72% 25, Monthly TOZER) L 725
H—ANHYDOHMIZT HT6,801,362 1, 14 H TIZ
7,335,205 [l & 7 5 72, W OB A L Weekly D 5 734 4H
LT &) BRI A o 72, BRI 2 508
L7238 L2 % — A 72 ) D Monthly TH#H
JHIZ. ABE7 HTI36,932,921 HI, 14 A T3 7,466,764 [
Lhole, SNHDRERN . BHEMREZFHE LI2SE
T Weekly Dl H K CF D & v ) #ERICEMIT X
o7z,

R

ATIFSE T IINERIGEEE & LT Monthly & Weekly D
Pkl U 705 XS Sh s LAPAE L e o 7o T2 O fRH A TE
% TE SR A THNE (Z3h3) . FRAE (G BRI AME,
TP ERRAE LS & B 8B RFEHIRERRE . 1k & 5 - Rk
RER) AL ERAL, LT, HIZ, Hldh
TREAHER & TR ARG 21T 5 72,

A L7k 5, Weekly (3 Monthly 12 b4 Tk
A 72 BT S, FEEMNGFER & 7%
DN HIEE B b, L L, —RICHUERIOM
XlFfhompmX L™ ), HD 7 v b 2=t
Placebo & \» 9 WFSEA i B RIE 2 547 2 70 w728, ran-
domized & ML72HTIRIEDS A — 2 i I 70 v, 2D T2 A
[ DWFFEIZ BT R FHHE T H - 727 313 Monthly,
Weekly 3£12 2 5 X721FTH - 72, F 72 Weekly D X 1]
—DEXTH -T2, M—BHEPEETNT W L IFHER
L2, #iAT 5 L TRBIE L v mUTIIE TEEIEDMK
WiER & 25 72,

TERDFA TR DT A B0 L 72 SR IR B
Fe G s 7 o 7272 BB LR AP 5 725
XOMER 2 P E W L 2 D PEEZ HATER & § 2 39T
FIEFEZAEDSSKRO SN W e FZ Hille, Znied, £ %
T+ 3 ZD random effect model Z 3L 1C/ESH L, BEH &
PG 2 F 5 ICE AR — = F OO % H v
L7, LPLAKRAS TS ) 2 XD random  effect
model (2. HIYD KIS & kAR —FRSCTHRAP T H LT
B D2 Ron Goeree H DX IR 23X 2 AT 577
FEELTHWAZ EDZYIEIZOWTIE, Rt s H
5, F 702 OFFEIATHEARMITHER Mo ) — it % 46 <
R L7z ETHY A5 Twv %728, Monthly, Weekly ®
TERIIFL G DR < 7 5 & IEREZTERME D SEEIL T\ <
WRELEDTEI VG, & CTABISE T, X T o P51
WD 4 A 7 )0 h35 b I L 72 HEEESRAE & % 2
726

BHRRAHTICOWTIE, BERRREZFET 5 L w
1242 53 Weekly ¥ Monthly & ) 3 EHAZIERD L wik
WD 2 D EHIRE N2, F2 2 DOFEIZ, Monthly T1
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FAIZNVH LR G ET 5 L0, HDWIFARBEREE R
59 L9 Monthly I2FF] & 7 5 J5 10 TEEEE 5347 % 47 -
TLYEb o7, L LFERIC 194 7VHDA
Bel3 258 12 B 1 AL PR G- R B 0 B & 5
B 2GR T 272D IciThbl s o, 194 7 )VHDH
K R AR B BROWIKIZH Z ) BN T wEHZ S
N2, EROMEKTHNEPA LY 2 —2WD, HfEic

BT Monthly @ 21 A AFED T HILT W 2 DHIKT
H523, L»L Monthly 128175, 1% 4 7 )VHAFRE. 2
T4 7 VHUBES kRS- S v 7'a b 2= T H Weekly
LT 5 ERERRAERED N EFEZ D, TR b
ABERE I BIEH DR 2 fEi2 LARIC B W TT L E % i

LTwTh, FBREEGHRANER2REE O LAMT 22 63758
T LEHZLENLTDTH D, —Ji, Weekly IZBWTH
IR OTER? S 1A Z)VHARBT A XNEELHZ LN
BN, 1FEAED Weekly D CITIZABET 512X DI
ZRMERNZ3A L T Ze v, A Fabi, M & %47 - 72 Phase
M2z BT HRITEHDFEERIT, 2% (42 M1 A) #
FETHY) Weekly D 134 ZIVEHPHKRTH > THHEL
WwWeHZ 5N,
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Abstract

Objective: Insurance pharmacists must inspect the information obtained from both prescriptions and patient interviews. However, the significance of
the latter has not been examined precisely. Consequently the significance of patient interviews is not common knowledge among pharmacists and
patients. This study evaluates the significance of patient interviews by the analyzing the prescription-related inquiries.

Methods: We investigated 197 prescription-related inquiries made at the Pascal Pharmacy from April 2003 to March 2004. We classified them into two
categories. The first category included inquiries conducted on basis of the information obtained from prescriptions, and the other category included
inquiries that were conducted on the basis of the information obtained from patient interviews. Both of these categories comprised information regarding
cases wherein the submitted prescriptions and patients’ drug histories were investigated.

Results: Of all the inquiries conducted 45.2% were based on the information obtained from patient interviews. And 80.6% of the prescriptions are
changed by the inquiries occurred from inspecting the information of the prescriptions. And it is 79.8% that the inquiries occurred from inspecting the
information of the interview to the patient. Therefore, there is little difference between the two. With regard to increasing the benefits of the drugs,
the frequency of conducting inquiries based on the information obtained from patient interviews is significantly higher than that based on the information
obtained from prescriptions. (p<0.0001, y*~test) On the other hand, with regard to avoiding the harmful effects of drugs, the frequency of conducting
inquiries based on the information obtained from prescriptions is significantly higher than that based on the information obtained from patient interviews
(p <0.01, y2-test)

Conclusion: The information obtained from patient interviews is extremely significant for conducting prescription-related inquiries. In particular, this
information is significant with regard to the inquiries about increasing the benefits of drugs. Therefore, insurance pharmacists are requested to further
develop their technique of conducting patient interviews.

Key words: Patient interviews, prescription-related inquiries, patients’ drug histories, insurance pharmacist, evaluation of information
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