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Introduction

Clinical trials are a key resource for the discovery of new
diagnostic, treatment and prevention methods for disease.
Many of today’s most introduced prevention and treatment
modalities are based on previous clinical trial results. Clinical
trials are an important part of improving quality of health care
[1]. Facilitators of participation in clinical trials have been
linked to recommendations by reliable health care providers, a
supportive family, satisfactory doctor-patient relationship that
depends on culture, financial incentives, anticipation of a personal
benefit to participants, convenience to participants and culturally
appropriate advertisements [2]. To address such facilitators and
barriers of clinical trial participation in communities, we report our
institutional review board (IRB) of Matsunami General Hospital [3].
A typical central medical institution anchor of the region, Japan.

Role of IRB

IRB has the authority for jurisdiction over research involving
primarily drugs, devices and biology’s that must be approved by the
Ministry of Health, Labor and Welfare, Japan. The clinical research
or trials are defined as: “research conducted on human subjects to
determine or verify pharmacologic, absorption, metabolism, safety
and efficacy of one or more research products, in addition to clinical
or pharmacodynamics effects and adverse events or reactions.”
Table 1: Contracted clinical research 2004-2016.

IRB Members

We do not include a member of more than one ethic committee
and managers of the institution in which the trial is going to be
concluded. IRB consists of following background members:

a) 3 medical experts with experience in international study
designed in compliance with good clinical practice

b) 1 nurse who has over 20-year experience in clinical
practice

c¢) 1 pharmacist who has over 20-year experience in clinical
practice

d) 3 non-medical persons

e) 2 persons with learned knowledge and experience who
are unaffiliated with the institution

f) 2 persons in clerical support unit

Current statue of Clinical Trial Acceptance

A total of 32 clinical trials were completed in our institution
between 2004 and 2016 (Table 1). Research subjects were
distributed different disciplines, approximately 30% being diabetes
mellitus-related.

Category Target illness Number of clinical trials
Diabetes Mellitus 10
Metabolism Diabetic neuropathy 1
Diabetic neuropathy 1
Asthma 2
Respiratory
Influenza 3
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Liver cirrhosis 1

Hepatology
Knee ostheoarthritis 1

Reumatology ; .

Reumatoid arthritis 2
Gastric ulcer 1
Digestive tube Crohn'’s disease 1
Gastroesophageal reflux disease 2
Cerebrovascular disease Ischemic stroke 3
Hypertension 2

Circulation
Deep vein thrombosis 2

Comments

Clinical trials accepted in our institution are in quality
and quantity inferior as compared with those in government
institutions of similar size [4]. One of major differences may
result from the provoked evolution of regulations. Our institution
regulations on clinical trials may be structured with the aim of
attracting more community-based trials to the regional community
and to meet the criteria of management policies. Aside from the
institutional incentives, the lack of accreditation of IRBs raises
concerns regarding the compliance of organizations, IRBs or the
researchers and/or the research staff with a human study protection
attempt, quality assurance and quality improvement measure
accountability, adequate resources availability, and transparency
by communication and interaction with the community, research
participants and researchers. Encouraging IRBs to apply for
accreditation would strengthen any flaws in structure of operating
protocols and help our institutional circumstance to have its goal
to raise its share in drug research investments. Before approving
the trials, IRBs should introduce the policy to better assess the
existing uncertainties in a given investigation study, employing
tools, such as survey of specialists, official announcement of the
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protocols and systematic reviews with a focus on identifying golden
standard treatment that should be contained in consideration of
the proposed trial, as previously described [5]. It may be the most
plausible to make an assertion that the IRB needs contributing to
improvement in quality and quantity of clinical trials.
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