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ICH E2E Guideline 2005
From Risk management of individual medicine
To PvP: system building for risk minimization in medication

Social/Hygiene aspects
Pharmacoepidemiology/PE

Preclinical & / Pharamcovigilance specifiction
clinical evidence / post marketing surveillance

interactive aspects on vigilance
risk-benefit assessment: drug / food / ADR
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Japanese Experience
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multidiscipline = inter- & integrative discipline = Interprofessional
HPW etal JFDA, 15 (12) 2007, from Pharmacovigilance to vigilance planning.
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Japanese Prescription Release
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Fig. 11 Changes in the Numbers of Pharmacies and Prescriptions
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Japanese SDP
B35 H #h7F 20.3% (1995) 53.8% (2004)

Table 3 Changes in the Numbers of Pharmacies and Prescriptions
#£ 3. ERM, W AMBEONHR
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; Number of
Number of Pharmacies e .
(Number of Health I Number of Prescriptions Bz National Health
Year L erP(T-l el )nsurance Community dispensed by Expenditures
& armacies, Pharmacists pharmacists nhEA (billion yen)
“%zgg&) EE T EEIvE SITALY IS A (1045F) *F
M AR
1995 39433 (35915) - 265867021 203 26957.7
1996 40310 (37,190) 69,870 296,430,739 225 28,4542
1997 42412 (39.265) - 337821438 26.0 289149
1998 44,085 (41,251) 81220 400,061,313 305 205823
1999 45171 (42471) - 455,369,390 348 30,701.9
2000 46,763 (44.349) 94,760 506.203,124 395 301418
2001 48252 (45893) - 550595974 445 31,0098
2002 49332 (47.331) 106,892 584615153 488 30,950.7
2003 49956 (48.182) - 598,121,520 516 315375
2004 50600 (49.040) 116,303 618,889,397 53.8 —

“'Data from MHLW Iess@)a Mpis - fhBEes - S

**Bungyo ratio is the ratio of prescriptions dispensed by pharmasits to the total estimated prescriptions which physicians and dentists

issued for outpatients.
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3. Current State of the Bungyo

Bungyo means the separation of drug prescribing and dispensing. Under the bungyo system, physicians and
pharmacists provide their professional services at their own discretion as professionals independent of each
other. Pharmacy is also accredited as one of separated and independent institutions.

The bungyo ratio® (number of legal prescriptions as a percentage of the total number of prescriptions) was
53.8% in 2004. The total number of legal prescriptions dispensed by pharmacist in the country was estimated
to be 618,889,397 for 2004.

In Japan, the government promulgated “isei” (medical system), the first medical law, in 1874. This law
called for bungyo. However, Bungyo was not generally accepted for following reasons, such as an extremely
small number of pharmacists at that time and kampo medicine (traditional Chinese medicine) which are
dispensed traditionally by doctors.

After World War II, the Pharmaceutical Affairs Law and other related laws (the so-called bungyo law) was
promulgated in 1954 and brought into force in 1956. However, this law also failed to popularize bungyo
because the Medical Law included a proviso that physician is allowed to dispense drugs of the patient he/she
diagnosed, and patients were accustomed to receiving drugs from physicians.

The government's policy to promote bungyo became clearer in 1974, when it raised the physician’s
prescription fee from 10 to 50 points (1 point = ¥10) in the health insurance system. The bungyo rate started
gradually increasing after this reform as illustrated on page 18. This was followed by a series of measures
designed to promote bungyo by the government and the JPA, such as promotion of bungyo model projects, and
improvement of pharmacies’ infrastructures to fill prescriptions. Coupled with people’s increasing awareness of
medical care, these measures have finally succeeded in popularizing bungyo nationwide.

With the rapid progression of an aging society with fewer children, it is becoming increasingly difficult for
the Japanese government to secure financial resources sufficient to maintain the current health insurance,
nursing care insurance and pension systems. Under such circumstances, the quality of bungyo has also become
an important issue. In order to further improve its quality, the JPA is carrying out various projects designed to
popularize family pharmacists and pharmacies (accredited pharmacy) and encourage pharmacists and
pharmacies to provide more appropriate drug information and pharmaceutical consultation based on
medication records and to take thorough measures to prevent dispensing errors. The JPA is also continuing
efforts to improve continuing professional development and training programs and to take measures related to
6-year pharmacy education system in order to further upgrade the quality of pharmacists.

Pharmacy Education

Fig. 7 General and Pharmacy Education Systems in Japan
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National Licence Examination &0 =5 ik 5k

As stipulated in the Pharmacists Law, the graduates of the school of pharmacy must pass the
national licence examination to obtain the pharmacist license (Articles 2, 3 and 15 of the
Pharmacists Law). The examination is held once a year in spring.

(1) Basic pharmacy

(2) CcClinical pharmacy

(3) Hygiene pharmacy

(4) Legislation and system related to pharmaceutical affairs
Following the introduction of the 6-year pharmacy education system, students who enter
universities in April 2006 and onward will be qualified to take national licence examinations for
pharmacists only when they complete the 6-year education as a general rule (amendment of the
Pharmacist Law/15 June 2004).




The Impact of National Health Insurance Pricing Policy on Drug

Utilization in Taiwan: Intellectual Property Aspects
YF Tseng, YL Lin, CL Wang, BH Chen, YC Lin, and HP Wang,
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TaEbIe 1. Impact of drug pricing policy on amilodipine consumption

Year OPM Highest Price Market Relative NHI Extra
; - share of payment on
year off Price GM price gap OPM OPM OPM
patent P) (G) (PIG) %) consumption (MNTD)*
2003 1 19.0 14.4 1.32 100 1.0 511
2005 3 19.0 14.4 1.32 100 1.24 632
T

* (P-G) xquantity

B (B TR = 7] 4 3-: diclofenac £

dlclofenac Off-patent at 1986 ‘ From year 2003 to 2005:

T (1)

v #)

1. Price of OPM: | 36%.
2. Pricegap: | 18%.
3. NHI paymentto OPM: | 16%
NE 4. OPM market share: | 100%
’ 5. NHl extra payment: | 97%
6.

Total consumption: stay steady.
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T&ELG 8. Impact of drug pricing on diclofenac consumption

. NHI
Year | Price| Total annual | Annual OPM Rg;t':/\lle payable N:' Eﬂ)t(atr:?
year off gap con_s_umption con_s_umption consumption share of Fc]myOPM
patent | (P/G) | Million tab Million tab (%) (%;l;/l (MNTD)*
2003| 18 | 4.56 35.2 3.53 1 19 179
2005| 20 | 3.76 34.4 1.72 0.49 16 5 ]

* (P-G) xquantity
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Table 1 and Fig. 8 Incidence of ESRD Fig. 9. Prevalence of ESRD
oy [P | Pligy | ity o

1997 20,697 171051
1998 23,758 1/923
1999 26,920 1/821
2000 29,937 1/744
2001 33,317 1/672
2002 35,965 1/626
2003 39,574 1/571
2004 42,550 1/533 PSP S PP ST
2005 45,718 1/498 =%

-
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Table 2. Undetermined risk: ADR Reporting rafe 1/17.9 lower than USA.

ZF | FJRE] ADR | ZHF
¥

*

(&) (b) (d)=)x() | FH (b) (b/a) 5

f«-"l/_gg‘
f’ﬁ" kA E /a(f[;*ﬁ g'ﬁ, BES TN I
c)
Taiwan 344 16 3.9 62.4 6.6 4629 0.00134 1

USA 1,746 5.9 1.6 9.4 1 422,889 | 0.024 17.9

*Data of Taiwan: 2006; Data of USA: 2004.
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