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Impact of therapeutic substitution on sales of medicines in Japan
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In the last two decades, many countries have been hit by the global
financial crisis. Meanwhile, pharmaceutical expenditure, have been increasing, especially for
treatments of several chronic diseases with high prevalence that increase with a larger aging
population including diabetes, hypertension, hyperlipidemia and depression. This study analysed
changes of the use of antidepressants, antihyperlipidemia drugs in relation to cost-containment
policies, publication of guideline, safety information and approval of original brand drugs and
generic drugs in order to assess the Japanese generic promotion policy. Additionally, we describe a
situation of switch brand name drugs use into new drugs protected by patent.
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1.

Application

date #  Policy changes Published guidelines Safety information
Apr. 2002 Incentive physicians to prescribe

____________________ BeMENICS. .
Apr. 2003 DPC/PDPS was introduced.

Jun. GL1 Algorithm was revised.

______________________________________________________ Guideline wasissued. ________________________________.
Jan. 2006 SI1 Suicidal thinking (paroxetine)
Apr. Incentive was revised.

U Suicidal thinking (SSRIs/SNRIs)__
Jan. 2007 Suicidal thinking (SSRIs/SNRIs)
Jun. Outcome of share of generic drugs

____________________ set30% by FY 2012, ..
Dec. 2008 GL2 Algorithm recommended

______________________________________________________ SSRIS/SNRIS .
Oct. 2009 SI2 JSMD alerted on side effect

_______________________________________________________________________________ SSRIS/SNRIs______________.____

Mar_ 2010 .. Guidelines was revised. ________________________________
Sep. 2012 Generic share was 22.8% (Old

calculation).
Jul. GL3 Guideline recommended

______________________________________________________ SSRIS/SNRI.
Apr. 2013 P1 Outcome of share of generic drugs

set 60% by FY 2018.

SO . Guideline was updated. . __________________________._____
Apr. 2014 P2  The direct price cut (Z2).

____________________ Incentives to prescribe generics. ...
Jun. 2015 P3 Outcome of share of generic drugs

set 70% by FY 2017, 80% by FY2020.
Sep. Generic share was 56.2%.

DPC/PDPS: Diagnosis Procedure Combination / Per-Diem Payment System, TCA: tricyclic

antidepressants,

SSRI/SNRI :

Selective serotonin reuptake

inhibitor / Serotonin-

norepinephrine reuptake inhibitor, JSMD: Japanese Society of Mood Disorders,
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SSRI/SNRI: Selective serotonin reuptake inhibitor / Serotonin-norepinephrine reuptake
inhibitor, DDD: Defined daily dose, S1-S2: Safety information 2006,2009
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P1: policy change for Outcome of share of generic drugs set 60% by FY 2018, P2:
policy change for Outcome of share of generic drugs set 70% by FY 2017, 80% by FY2020
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