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The mission of “the Support Unit for Quality Management (QMU)” is to do the jobs for maintenance and
management of work quality concerning the collection, preservation and distribution of biological resources, and
support for their technologies.ISO stands for an internationally uniform standard promulgated by the International
Organization for Standardization, and ISO9001 is a standard for Quality Management System. Getting the
ISO9001 certification does ensure that cells and microorganisms to be distributed from RIKEN BRC (BRC) will
meet certain quality standards, and furthermore endorse that BRC is a reliable organization. QMU will endeavor
for excellence and take all possible measures to QMS (Quality Management System) and TQM (Total Quality
Management) in order for BRC to provide the highest value biological resources and services on time and to

enhance total customer satisfaction.
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Activities in 2011-2012
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(1)ISO 9001:2008 Surveillance Audit

BRC challenged ISO 9001:2008 Surveillance Audit by Bureau Veritas
Japan Co., Ltd. (BVIC) on April 26-27, 2011. BRC successfully passed
its audit without any nonconformity. As a result, without any Corrective
Action and follow-up visit, BRC was able to still sustain ISO9001
certification. The following is the summary of this audit report.

[Audit dates] April 26, 2011 in Wako campus, and April 27, 2011 in Tsukuba campus.

[Standard conducted against] ISO 9001:2008 (JIS Q 9001:2008).

[Scope of the audit] Collection, Preservation and Distribution of Biological resources.

[Auditor] BVIC Mr. Hirofumi KINOYAMA (Team Leader).

[Object departments] Microbe Division, BRC Director, Management Representative and QMU.
[Conclusion of the audit] Conformed to ISO 9001:2008, and no follow-up visit required.
[Integrated evaluation of the audit findings (extract) ]

BVIJC auditor confirmed that the quality management system was built on the whole and
maintained properly. He judges that there is no problem in the continuation of ISO 9001
certification at all. There is no either nonconformity in this audit.

In a scene of the decision and realization of the organization goal, the quality policy was being
developed into the objectives for a group in each Development Division. Each Development
Group (DG) established the quality objectives reflecting its group” s business mission, and
through promoting their objectives, the improvement of effectiveness was achieved. Moreover, a
follow-up meeting on actual results was held every month, and reported to the Management
Representative every half year, and also input to a next Management Review. Thus, the system of
PDCA was fully functioning.

The implementation and maintenance of the system mainly focusing on the product & service
realization have taken root in the organization through the practical use of the QMS for many
years. Every BRC staff member had a passion for improvement and has strived for improvement
activities positively. The continual improvement of BRC QMS was achieved steadily, based on
penetrated PDCA including Management Review, quality policy & objective, and audit findings,
ctc. Though Microbe Division was mainly examined this time, the quality objectives driven by
DGs for production and distribution were securely achieved, and good results were obtained.
From now on, it will be recommended that BRC should proceed with the analysis and use of
accumulated data on nonconformities such as a claim, and accelerate the improvement activities
such as more improvement of customer satisfaction.
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Fig.1 Views of the in-house education concerning “Basic Quality Control”
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(2) Internal Quality Audit

We carried out the 8th Internal Quality Audit in September, 2011, as the
important policies composed of 1) confirmation of the countermeasures to
the observation findings in the latest ISO 9001 Surveillance Audit, and ii)
confirmation of the dealing status to the move of Cell Engineering
Division. It is the first time that some staffs of Experimental Animal &
Plant Divisions took part in the quality audit as team members.

Moreover, we did the 9th Internal Quality Audit in February, 2012, as the
important policies composed of 1) final confirmation for Surveillance Audit
in 2012, and ii) ensuring that Cell Engineering Division would share their
move know-hows with Microbe Division.
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(3) Horizontal development of Management System
framework

We have driven the horizontal implementation of best practices on ISO
management system framework represented by “PDCA cycle” methodol-
ogy. The educations concerning “Skill-up training on communication and
manners such as telephone reception (November 25 and December 1,
2011)” were carried out for the staffs who aimed at skill-up of communi-
cation manners.

Furthermore, from the viewpoint of Preventive Action on transport
troubles along with future expansion of export transaction, we carried out
in the increase (4 beginners, 2 refreshers) in IATA (International Air
Transport Association) qualified expert as well as the in-house educa-
tions concerning “Basic International Trade -around the export- (March 5
15, 2012)for beginners.
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Support Unit for Quality Management
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(4) Promotion and support for Total Quality Management
We have just got started with the support of dealing with the information
maintenance, and standardization of Experimental Animal Division.
Aiming at its systematic and organizational promotion, we sent a young
quality staff in the same division to “115th Quality Control and Standard-
ization Seminar (conducted by Japanese Standards Association)”. Further-
more, the in-house educations concerning *“ Basic Quality Control (March
1 and 8, 2012)”for beginners were carried out for the purposes of i) shar-
ing consciousness and technical tools on quality control(QC), ii) learning
of problem discovery & solving ability through small group discussion
such as Quality Circle, and iii) penetrating customer-oriented mind among
the staffs (see Fig.1).
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(5) Staff development

Ms. Kanae KURITA of QMU succeeded in getting the qualifications
(JRCA-A20645, IRCA-1200481) as ISO 9001 auditor from JRCA
(Japanese Register of Certified Auditors) and IRCA (International Register
of Certified Auditors). Dr. Motofumi SUZUKI of QMU Suzuki is also
applying for the same qualification. Then we grew up 17 staffs as Internal
Quality Auditor. Furthermore, we assisted some staffs to challenge the QC
examination authorized by the Japanese Society for Quality Control (2
persons in 2nd grade, and 3 persons in 3rd grade passed).
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