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The Support Unit for Quality Management (QMU) was established in February, 2007 and is doing the jobs for
maintenance and management of work quality concerning the collection, preservation and distribution of
biological resources, and support for their techniques.

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 achieve total customer satisfaction and to provide the
highest value biological resources and services on time.
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Activities in 2010-2011
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(1) 1SO 9001:2008 Renewal Audit

BRC challenged ISO 9001:2008 Renewal Audit (the
examination required after the 3rd year from the first
certification) by Bureau Veritas Japan Co., Ltd. (BVJC) on May
10-11, 2010. BRC successfully passed its audit without any
nonconformity. As a result, without any corrective action and
follow-up visit, BRC could get the new certificate (expiration
date: July 19, 2013) stating the conformity to ISO 9001:2008
(Fig. 1). The following is the summary of the audit report.

[Renewal Audit dates] May 10, 2010 in Tsukuba campus, and May 11, 2011
in Wako campus.

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

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

[Auditor] BVJIC Mr.Jun FUJITA (Team Leader), Mr.Kazuihiko SUZUKI
(Team Member).

[Object departmcms] BRC Director, Management representative & QMU,
Cell Engineering Division and Microbe Division.

[Conclusion of the audit] Conformed to ISO 9001:2008, and no follow-up
required.

[Integrated evaluation of the audit findings] In BRC, ISO 9001 is utilized
because of realizing the BRC policy effectively. BRC uses ISO in order to
guarantee the reliability and quality of the biological resources which it
supplies, and so obtains the stretch of 10% in the annual supply number. BRC
has aimed at biological resource service with worldwide highest level.
Nonconformity was being actualized appropriately, claim from the customer
decreased, and the result of ISO 9001 maintenance had appeared steadily in
consciousness improvement of the staff. BRC endeavors enlightenment as
education, communication and organization. Continuous improvement is done
appropriately, also the improvement activity for goal goes forward. There is
no either nonconformity, and ISO is used appropriately. As for re-certification,
BVIC auditors judge that it is possible.

ISO 9001:2008 D#iEREIE (BHHR: Fat25F 7R 19H) (B1)
New certificate of IS0 9001:2008 conformity (Expiration date: July 19, 2013) (Fig.1)

(2) MBEVRIRXVNI AT LOFERHAH]

Pk 2345 8 A L H. MM LB 513, BN OB 57V —
TOMBEEEFEMLI2e ZOMMBMBIEZIEER, mE~=27
RO BIBRSCHE O AT & 1 3 FE ML 720

(2) Design of BRC Quality Management System

Microbe Division drastically changed its division’ s quality
organization for the purpose of the increase in business
efficiency and the future business continuation. Based on this
change, the amendments of Quality Manual and all the lower
related documents were enforced without delay.
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(3) Internal Quality Audit

We, Management representative & QMU, carried out the 6th
Internal Quality Audit in February, 2010, as the important policy
having confirmation of the current situation on information
security. And we did the 7th Internal Quality Audit in November
through December, 2010, as the important policy having 1)
confirmation of the dealing status to the organization change of the
Microbe Division, and ii) confirmation of the countermeasures to
the observation findings from the auditors at ISO 9001 Renewal
Audit. The audit for BRC Director was eliminated because of
improving the efficiency of audit planning from the 7th audit.
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(4) Management Review on quality

BRC Director is required to review BRC’ s quality management
system as the top management, twice a year, to ensure its
continuing suitability, adequacy and effectiveness. Records from

Support Unit for Quality Management

management reviews shall be maintained. BRC Director
executed the 6th Management Review on March 9, 2010 and the
7th one on February 8, 2011. From 7th one, we tried to have the
team leaders of the latest Internal Quality Audit participate in the
Management Review in order to reflect the opinions of the floor
level more effectively.

(5) HFIHERUAIBERL

S BN B T A A IO R F 0. B A
OB, HCIZPDCA YA Z AR FRENLT AT AN
AT LSO R Z L7208 2 =y O R S
A% ISO 9001 A& B0 &M E &k (HARBBIH R~ AT AL
FOATF LA H IS SRy —, EIRS A BB SRk &
FEW L7z Fo0 SBRomEIMRBoaMmEZIutE kb
TNDRKE IEDOBLE A S, TATA L2 G i oH) & Bk
FHOWMEBZFHL, FOFEMHETLIZ

(5) Quality education and staff development

We have driven the plan and its execution of education &
training on quality control, the development of quality staff, and
the horizontal implementation of best practices on ISO
management system such as “PDCA cycle” methodology.
Ms.Emi IIMURA of QMU succeeded in getting the
qualifications (JRCA-A20139, IRCA-1198388) as ISO 9001
auditor from JRCA (Japanese Register of Certified Auditors) and
IRCA (International Register of Certified Auditors).
Furthermore, from the viewpoint of preventive action on transport
troubles along with the future expansion of export business, we
planned increase in IATA qualified DGR expert and have just got
started the plan. IATA and DGR mean International Air Transport
Association and Dangerous Goods Regulations, respectively.
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