
Section 2 

Measures for the drug-induced hepatitis cases 

 

The survey on actual situations of patients and the bereaved suffering with drug-induced 

hepatitis (collected: 880 patients, 54 bereaved relatives) which was made by the study 

group for the “Examination and Study on Hepatitis caused by use of Hepatitis C 

virus-tainted blood products and Prevention of the Recurrence” (a study group on the fiscal 

2008 and 2009 Health and Labour Science Research Grants, Representative: Tatsuya 

Horiuchi, the president of the Society of Hospital Pharmacists, hereinafter referred to as the 

Study Group on Examination) is concerning what they hope for permanent 

countermeasures in future medical service and life security. 

The result was the "eradication of drug-induced diseases" ranked highest, followed by 

establishment of the medical system, elimination of prejudice / discrimination and others 

(Fig. 2-2-1). The Ministry of Health, Labour and Welfare took the thoughts of suffers and 

has been making efforts on relief works for suffers and recurrence prevention such as 

realization of the proposals from the Study Group on Examination and enhancement of 

hepatitis measures. 

 



 

 

1 Relief of Suffers from Hepatitis C Infection 

 

Pursuant to the provision of the “Act concerning Special Measures to the Payment of 

Benefits to Relief Suffers from Hepatitis C Infection caused by Specific Fibrinogen Products 

and Specific Coagulation Factor IX Blood Products”, benefits has been provided to the 

suffers of Hepatitis C infection caused by specific products upon judgment by the court (As 

of July 1, 2010, compromises have been concluded with 1,519 people, and benefit has 

been provided to 1,463 people). 

As part of ongoing efforts, the Ministry of Health, Labour and Welfare has encouraged the 

people who were possibly administered fibrinogen products or Coagulation Factor products 

to take Hepatitis virus screening by disclosing the names of the medical institutions that the 

products were supplied to and has publicized the concept of the Act. 



 

 

2 Prevention of Recurrence of Health Hazards Caused by Drugs 

 

The “Final Proposal” (April 28, 2010) was made upon consideration of repeated 

amendments done to the administrative system, which suggests a fundamental review of 

the pharmaceutical administrative organization. The Ministry of Health, Labour and Welfare 



is making efforts based on the proposals that were suggested in the “Interim Summary 

(July 31, 2008) and the “First Proposal” (April 30, 2009) by the Study Group on 

Examination as described hereinbelow.  As for the “Final Proposal”, the Ministry of Health, 

Labour and Welfare took it into consideration sincerely and undertake steps from the 

achievable matters promptly and steadily.   

 

(1) Efforts Based on the “Interim Summary” by the Study Group on Examination  

The “Interim Summary” (July 31, 2008) of the Study Group on Examination incorporated 

and summarized the matters concerning the basic posture of pharmaceutical 

administrative organizations, importance of post-marketing safety measures, and  current 

situation and problems in post-marketing safety measures. As the measures requiring 

prompt implementation, 1) improvement / enhancement in collection, analysis and 

evaluation of safety information, 2) introduction of new analysis /evaluation methods and 

new risk management methods, 3) urgent and substantial increase on the number of 

personnel in charge of safety measures were raised.  

These proposals were used for securing a budget in fiscal 2009 to increase the personnel 

relating to safety measures by 100 staffs in the Pharmaceuticals and Medical Devices 

Agency (PMDA) (Chart 2-2-3), and to implement the following tasks. 

・Investigations so to grab the actual situation when an attached document*1 was ordered 

the marketing authorization holders of pharmaceuticals and medical devices to revise, 

such as whether the information of the revised contents are adequately known to and 

applied to the medial work fields  

・Investigations on the system accumulating the severe cases of adverse drug reactions for 

searching genetic polymorphism (biomarker) *2 

・The study of management plans for risk minimization by dividing roles among the 

marketing authorization holders of pharmaceuticals, medical staff, patients and the national 

government (to study the safety management for post-approval from  the stage of 

approval review)   

 

 

*1 A document compiled for doctors, dentists and pharmacists about the efficacy, dosage & 

administration, and other precautions (including contraindications, drug interactions, and 

adverse reactions) 

*2 The individual difference in the sequence of DNA forming genes, which can be a trigger 

for adverse reactions or other diseases. 

 



 

 

 

(2) Efforts based on the”First Proposal” of the Study Group on Examination 

The “First Proposal” of the Study Group on Examination raised concrete contents 

concerning reforms of pharmaceutical administration with the aim of prevention of any 

recurrence of suffering to people’s health caused by drugs. In response to the proposals, 

the Ministry of Health, Labour and Welfare is promoting necessary measures successively 

as introduced below; for instance 1) measures on fiscal 2010 budget, 2) Measures by the 

Health and Labour Science Research, 3) Measures by the Pharmaceuticals and Medical 

Devices Agency (PMDA).  

 

1) Measures on the Fiscal 2010 Budget   

The measures on the fiscal 2010 budget*3 in response to the “First Proposal” are shown 

in Chart 2-2-4, which covers wide-ranging proposals comprehensively. 

   

 

*3 This includes only the items that were budgeted for, excluded those reflected as policies 

or points to remember in the ordinary duties. 



 

 

 

 

 

 

 

 



Producing materials for learning drug-induced hazards 

 

According to “the final proposal” 1 of the Verification and Investigation Committee and to 

the voice from the drug-induced health hazard sufferers organization, claiming 

improvement of the education to prevent drug-induced hazards, the Ministry of Health, 

Labour and Welfare has appropriated budget to produce/distribute materials on 

drug-induced hazards targeting junior high school students in FY2010. 

Children often find medicine in pharmacies/drug stores and on TV commercials and they 

sometimes become patients, requiring medicine. 

Although you may appreciate the potency and efficacy of medicine when your fever drops 

and a cough are relieved after taking it, it is necessary to realize that there are unavoidable 

side effects even if you follow the directions and the dosage of medicine, and that there 

may be stronger side effects if you do not follow the directions. 

It is expected to cultivate knowledge about drug-induced health hazard prevention, to 

eradicate discrimination against victims, and promote understanding about the social 

responsibility of companies, the administration and citizens by learning about drug-induced 

hazards and the actual situation of the health damage. 

On the basis of the above, education materials are to be produced to diffuse an accurate 

knowledge among children by holding a study group with victims in FY2010. 

On the other hand, it is required to have profound knowledge of drug-induced health 

hazards if involving in works relating to pharmaceutical products in the future. Learning of 

the history of drug-induced hazards is effective to understand the importance of paying 

careful attention to safety at manufacturing, selling and using medicines, and also 

understand the responsibility of those involved in medicine related service. 

As for the education for pharmacists, subjects relating to drug-induced health hazards are 

positioned in the “Model Core Curriculum for Pharmaceutical Education” that is the 

guidelines for education at the college of pharmacy. 

The Pharmaceutical Affairs was revised in 2006, under which the system for registration 

of sellers of the category Ⅱ OTC drugs and the category Ⅲ OTC drugs” has been 

introduced, and the opportunities of learning about the drug-induced health hazards have 

been secured for specialists engaging in selling pharmaceutical products, while “history of 

drug-induced health hazards” is introduced as a subject of the examination conducted by 

governors to confirm their quality. 

  

Model Core Curriculum for Pharmaceutical Education (extracted) 

 (The Conference for Studying the Pharmaceutical Education Curriculum of the 



Pharmaceutical Society of Japan (Corp) in August, 2002) 

 

B   Introduction 

(1) Invitation to pharmacology 

【Point of contact between the contemporary society and pharmacology】 

Goal: 

3 Be able to outline the background of a drug-induced hazard citing a concrete example 

 

C  Specialized education of pharmacology 

C17 Developing and producing pharmaceutical products 

(1) Workflow of development/produce of pharmaceutical products 

[Drug-induced health hazards] 

Goals 

1) Explaining the cause and the social background of major cases of drug-induced health 

hazards (thalidomide, SMON, untreated blood products, Sorivudine, etc.) and discussing 

about methods to prevent them (knowledge/attitudes) 

 

 

 

1 “The final proposal” presented in April 28, 2010 pointed out the necessity of a discussion 

about that drug-induced hazards should be carried out not only as specialized education 

but also as a subject of elementary, secondary and lifelong education, and the necessity of 

promotion of pharmaceutical education for all citizens as well as measures to raise social 

awareness about it. 

 

 

As for the medical fee revision from April, 2010, the following measures are promoted.   

 



 

 

 

 

2) Measures by the Health and Labour Science Research 

The proposals include some matters concerning a system that has not been adopted in 

Japan and issues to be undertaken along with voices from the practical field relating to 

pharmaceuticals and medical devices or based on the research by professionals or such. 

These research are mainly conducted as a frame of the Health and Labour Science 

Research (Chart 2-2-6, 2 (2) 2), Section 2, pp46, 47), and several study groups consisting 

of great number of experts are making an effort to collect information on scientific 

knowledge for prevention of any recurrence of people’ health caused by drugs, which 

outline are mentioned below.  

 



 

 



 

 

3) Measures by the Pharmaceuticals and Medical Devices Agency (PMDA) 

The Pharmaceuticals and Medical Devices Agency (PMDA) was founded in April, 2004 by 

merging three organizations: the former Pharmaceuticals and Medical Devices Evaluation 

Center of the National Institute of Health Sciences that used to evaluate and approve the 



pharmaceuticals and medical devices, the Organization for Drug ADR Relief Research that 

used to relate to relief of suffering from adverse drug reactions caused by pharmaceuticals, 

and the Japan Association for the Advancement of Medical Equipment that used to 

evaluate the medical equipment’s identity, which also has a responsibility for a part of 

affairs concerning safety measures of pharmaceuticals and medical devices that 

transferred from the Ministry of Health, Labour and Welfare. PMDA handles three primary 

affairs concerning relief programs for suffers with health damages caused by adverse drug 

reactions or infections by bio-based products, evaluation of pharmaceuticals and medical 

devices pursuant to the Pharmaceutical Affairs Act, and the safety measures in these 

affairs, under the following philosophy.  

 

 

 

The matters promoted by PMDA in response to the “First Proposal” are as follows. 

 

 



  

 



 

 

 

 

 



 

 

(3) Measures Based on the “First Proposal” of the Study Group on Examination 

 The Study Group on Examination had discussions to follow up the progress situation of 

the measures taken by the Ministry of Health, Labour and Welfare and PMDA based on the 

“First Proposal” (April 30, 2010) and to deepen the point at issue that was noted in the 

proposal in and after fiscal 2009, and on April 28, 2010 the “Final Proposal” was compiled.  

The “Final proposal” incorporated not only individual steps of development, approval and 

post-marketing safety measures of pharmaceuticals, ideal postures of the medical work 

sites, academic communities, and pharmaceutical industries, but also a suggestion 

regarding establishment of the third-party audit / evaluation organization, ideal postures of 

the pharmaceutical administrative organizations, the problems of its organizational cultures 

with the description of the summarized questionnaire results revealing that most of PMDA 

executive posts have come from the personnel of the Ministry of Health, Labour and 

Welfare. The outline of the final proposal is described in Chart 2-2-11. *4 

In the “Final Proposal” there are several tasks which are not able to achieve without 

reforms to promote as whole government including the human resource cultivation, those 

without preparation of an adequate amount of budget, or those without cooperation of other 



than government such as pharmaceutical industries, medical experts and researchers. The 

Study Group on Examination suggests that not only the Ministry of Health, Labour and 

Welfare as the whole government should promote issues of the proposals promptly and 

sincerely.  

The Ministry of Health, Labour and Welfare re-acknowledge the preciousness of life and 

pledge to make its best efforts to prevent any recurrence of suffering to people’s health by 

drugs or pharmaceuticals, and thus is to undertake steps from the achievable matters 

promptly and steadily taking these proposals into consideration.      

 

 

*4 The full text of the “Final Proposal” is available on the website of the Ministry of Health, 

Labour and Welfare （http://www.mhlw.go.jp/shingi/other.html#iyaku）. 

 

 

 



3 Comprehensive Hepatitis Measures 

 

 The Ministry of Health, Labour and Welfare has made an effort to cope with sufferings with 

Hepatitis. For instance in recent years, the “Emergency Measures to Hepatitis C etc.” 

started fiscal 2002 and from fiscal 2007 appeals to prefectural governments for 

establishment of base hospitals for liver disease treatment have been made. In addition, 

from 2008, the “Hepatitis Aid Package” including hepatitis medical fee aid and free testing 

in the medical facilities entrusted by public health centers has started as comprehensive 

measures.     

On the other hand, since there still are tasks to be solved in terms of early detection of 

hepatitis diseases and accesses to medical service, further efforts are necessary. 

On November 30, 2009, the "Basic Act for Hepatitis Measures" was approved and 

established by the suggestion of the House of Representative, chairperson of Committee 

on Health, Labour and Welfare. This Act is aimed at promoting hepatitis measures 

comprehensively while it specifies the basic principal regarding the measures, clarifies the 

duties of national and local entities and establishes fundamental matters on development / 

enforcement of broad measures for hepatitis patients and persons infected with hepatitis 

virus so as to respect the human rights of them. 

Besides, the Basic Act on Measures against Hepatitis prescribes that the Minister of Health, 

Labour and Welfare shall formulate basic guidelines on measures against hepatitis in line 

with comprehensive promotion. Toward this formation, the first council for promotion of 

measures against hepatitis was held in June, 2010. 

 

 



 

 

 

(The History of Hepatitis Measures in the Ministry of Health, Labour and Welfare) 

1) "Comprehensive Hepatitis Measures"（from fiscal 2008） 

 The Ministry of Health, Labour and Welfare has executed updated comprehensive 

hepatitis measures including medical fee aid from fiscal 2008. With the basic directionality 

of "early detection the hepatitis virus infection for prompt and appropriate treatment" and 

"to prevent more new infections by dissemination and enlightenment of correct knowledge 

on hepatitis and to develop an environment in which people suffering from hepatitis can live 

in relief", the concrete contents of the measures have five main approaches mentioned 

below. 

❶ Environmental Development for furtherance of Hepatitis Treatment（Medical Fee Aid for 

Hepatitis Treatment）  

As for hepatitis B and hepatitis C, the interferon treatment *5 and the nucleic acid analog 

drug treatment *6 are effective to prevent severer diseases such as cirrhosis and liver 



cancer or to slow progress. However, though these treatments are covered with the health 

insurance, monthly out-of-pocket expenses or lifetime cumulative self-pay burdens will be 

high. 

 Therefore Ministry of Health, Labour and Welfare offers the aid program to relieve 

economic burdens of the hepatitis medical service cost with the aim of furtherance of 

prompt and appropriate treatment (the enforcement entities are the prefectural 

governments, subsidized half by national government). 

 This medical fee aid program is to reduce the monthly medical expenses based on 

income of the patient’s household (annual residential tax). According to the Basic Act on 

Measures against Hepatitis and recent medical findings, the following three points has 

been improved on the fiscal 2010 budget for a more access-friendly system. 

① Reduction of the maximum self-pay burden (monthly): In fiscal 2009 it was set at 10,000, 

30,000 or 50,000 yen depending on the income, but in fiscal 2010 it has been changed to 

10,000 in principal (as for the high income bracket, 20,000 yen). 

② Expanded coverage for medical treatment: In fiscal 2009 only the interferon treatment 

for hepatitis B and hepatitis C was covered with the program, but in fiscal 2010, nucleoside 

and nucleotide analogues treatment for the hepatitis  B has been added.  

③ Relaxation of the package usage limits on interferon treatment: In fiscal 2009 the use 

for interferon treatment was limited to once, but in fiscal 2010 it has been changed to twice 

in the case satisfying a certain condition such as being recognized that interferon 

retreatment will be highly effective for medical reasons. 

 

❷ Promotion of the Hepatitis Screening  

In all prefectures and the cities with a public health center*7 and specified districts (136 in 

total), in consideration of user’s accessibility, the hepatitis screening is provided at public 

health centers and medical facilities entrusted by them free of charge (survey in June, 

2009). The actual hepatitis screening requires only blood test taking a short time, and the 

result will be informed within several weeks at the latest. 

  In addition to the operating system development for hepatitis screening, an approach to 

encourage people to have hepatitis screening has been taken by requesting and the 

affiliates of the Japan Federation of Economic Organizations to call in workplace and by 

doctors' approaches to visitors of the facilities with the cooperation of the Japan Medical 

Association, as well as concentrative call through the various media during the "Liver 

Disease Awareness Week" (the fourth week of every year May). 

 

 



*5 Treatment by Interferon: Interferon reacts on and produces an effect on regulation of the 

immune system / inflation etc. which is significantly effective against proliferative actions of 

hepatitis virus. Interferon treatment is said to be effective for about 30% of hepatitis B 

patients and about 50%-90% of hepatitis C patients (the curative effect differs by genotype 

and quantity of hepatitis virus). In this treatment, severe adverse reactions such as 

"influenza-like symptom" of fever, headaches, muscular pains, "sleeplessness or 

depression", “hair loss", or "dizziness" tend to appear, and it is important to consult with a 

doctor before treatment.    

*6 Treatment by Nucleoside and Nucleotide Analogues：Nucleoside and Nucleotide 

Analogues  inhibit hepatitis B virus DNA synthesis and have an anti-proliferative effect 

against virus growth. Since discontinuing the use or resistant virus expression during 

dosage may cause exacerbation of hepatitis, it is necessary to consult with a doctor of a 

specialized medical service or equivalent about the treatment.  

* The cities with a public health center, specified by the provisions of Article 5, paragraph 

(1) of the Community Health Act. In addition to the "ordinance-designated cities" and the 

"core cities" that are set forth in the Local Autonomy Act, seven cities such as Otaru city 

were designated individually based on regional situations etc. 

 

❸ Patients Support Such As Upgrading of Medical Care System, the Training for Doctors 

etc, and the Consultation System Establishment  

In the hepatitis treatment, as it is important to grasp the accurate condition of disease and 

to take adequate control of adverse drug reactions due to interferon treatment, a 

coordination network in individual regions between medical facilities specialized in liver 

diseases and medical facilities in charge of daily treatment as a private medical doctor is 

necessary to be developed for balancing the patient's work and treatment.  

On this account, the Ministry of Health, Labour and Welfare is promoting the network 

centering on the "Base Hospital for Liver Disease Treatment" designated by prefectural 

governments. 

In addition, the "Hepatitis information center" was held in the National Center for Global 

Health and Medicine with the aim of equalization and improvement in medical treatment by 

supporting information sharing between base hospitals, training for base hospitals and 

such. 

 



 

❹ Dissemination and Understanding of Correct Knowledge through the Public  

Since hepatitis is a common disease that many people has been affected or infected with, 

for prevention of more new infections with hepatitis virus and peace environment 

development for patients and infected persons it is important to disseminate correct 

knowledge about hepatitis throughout the public and to promote correct understanding of 

the disease. Therefore, the Ministry of Health, Labour and Welfare*8 and the hepatitis 

information center is making an effort to dissemination and enlightenment of correct 

knowledge via their websites and brochures with easy-to-understand terms*10. 

 

❺ Efforts for improving therapeutic outcome on hepatitis are expected by many patients / 

infected persons and general public. The Ministry of Health, Labour and Welfare set an 

agenda in line with the "Seven-year Strategy for Hepatitis Research" complied in June, 

2008 by the domestic experts of liver diseases and have been promoting the research from 

the basis to the clinical ground including development of new hepatitis treatment / 

therapeutic drugs. 

 

2) Measures for the Revision of Medical Service Fee  

On the revision of the medical service fee from April, 2010, the interferon treatment for 

hepatitis was evaluated in consideration of detailed explanation to relieve anxiety about the 

adverse drug reactions, and the coordination network development between specialists 

and the private medical doctors so that outpatients who need long-term treatment can go 

see a doctor continuously. 

 

 

*8 Ministry of Health, Labour and Welfare  

（http://www.mhlw.go.jp/bunya/kenkou/kekkaku-kansenshou09/index.html） 

*9 Hepatitis Information Center（http://www.ncgm.go.jp/center/index.html） 

*10 http://www.mhlw.go.jp/bunya/kenkou/kekkaku-kansenshou09/siryou.html#poster 



 

3) Positioning of Liver Dysfunction as the Physical Disability 

Along with the matters agreed in the council between the plaintiff corps / legal counsel and 

the Minister of Health, Labour and Welfare in 2008, the Ministry of Health, Labour and 

Welfare has studied on positioning liver dysfunction as the physical disability. In October, 

2008, the “Study Team on Evaluation of Liver Dysfunction” was formed, and seven times of 

conferences were held in total until August, 2009. The result was complied as a report 

presenting that the severe liver dysfunction persisting during a certain period falls under 

physical disabilities. On the basis of this report, physical disability certification standards 

was approved in the liver functional disorder held in September 11, same year, and 

according to this the Order for Enforcement of the Act for the Welfare of Persons with 

Physical Disabilities, the Order for Enforcement of the Handicapped Persons’ Employment 

Promotion Act and the related were amended, which went into effect on April 1, 2010. 


