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The mission of “the Support Unit for Quality Management (QMU)” is to conduct the affairs for maintenance and
administration of business 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 ISO 9001 is ISO's flagship management system standard for quality. Getting the ISO 9001
certification does help RIKEN BRC (BRC) demonstrate to customers that we, BRC, can securely distribute
biological resources and services with consistently the highest quality on time. It acts as an active system to
streamline our processes and make us more efficient at what we do. Furthermore, it endorses BRC to raise
stakeholder satisfaction, and provides a coherent framework for growth and sustained success.
QMU will endeavor to take all possible measures for Quality Management System (QMS), Total Quality
Management and Reliability Engineering, and also encourage human resources development through facilitating
some ISO certification programs.
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(1) ISO 9001:2008 Surveillance Audit

Bureau Veritas Japan Co., Ltd. (BVJC) planned and performed the ISO

9001:2008 Surveillance Audit of BRC on May 18 & 19, 2015 (see Fig.1).

BRC successfully passed it without any nonconformity. As a result, the

continuation of ISO 9001 certification was achieved without any Corrective

Action and follow-up visit. The following is the summary of this audit report.

[Audit dates] May 18 & 19, 2015.

[Standard conducted against] 1ISO 9001:2008 (JIS Q 9001:2008).

[Scope of supply] Collection, Preservation and Distribution of

Biological resources.

[Industrial classification code] 38. Medical treatment and social work.

[Auditor] Mr. Toshirou URYU (Team Leader).

[Object departments] BRC Director, Management Representative and

QMU, Microbe Division.

[Conclusion of the audit] Conformed to ISO 9001:2008 requirements,
and no nonconformity found.

[Integrated evaluation of the audit findings (extract) ]
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. Conclusion of the audit

Matters for non-conformity were not in BRC QMS this time in the scope of this
surveillance audit, and it was verified that it was conformable to the criteria for
the surveillance audit such as standard requirement items. Moreover, there was
no serious problem to obstruct ISO 9001 certification as for the practical use
conditions of the system/process, and the effectiveness/validity as well. As a
result, the continuation of certification was recommended.

. Effectiveness and reliability of internal audit

The record of the internal audit in FY2014 was confirmed. The internal audits
were carried out for Cell engineering Division and Microbe Division in October,
2014, and for Management Representative and QMU in February, 2015. One
non-conformity, and ten and more opportunities for improvement were reported
to BRC Director. Then a follow-up was being done securely as for those
indication items to resolve. The enforcement policy of the internal audit was
established in every time, and preparation in advance and report materials after
the audit were being made firmly, too. Consequently it could judge that
sufficient internal audits were being enforced effectively.

. Effectiveness of the management review

A management review was enforced twice in the year. The record of the
management review enforced on April 9, 2015 was confirmed. The materials
prepared in detail, and information were input, and instructions for the
improvement from BRC Director were decided clearly. Instruction items with a
management review were applied with the structure followed up securely. It
could be judged that it was employed effectively.

Effectiveness and progress of the system to meet the policy

and objectives

The quality objectives in FY2014 and FY2015 were inspected. In accordance
with the BRC Director’s instruction on establishing the quality objectives in
FY2015, the improvement for a reporting form on the quality objectives and the
rethink for the objective contents were being worked. As for the progress
conditions of the quality objectives, it was employed with the structure reported
to the management review of every half year. BRC Director was involved
actively, and it could be judged that it was employed effectively.

. Compliance including statutory and regulatory requirements

BRC Director was interviewed about regulatory compliance educations,
initiatives for the information disclosure & information service to enhance
reliability, and so on. There was no problem of compliance in the scope of this
surveillance audit.
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(2) Strategic initiatives for the new edition of ISO 9001

In accordance with BRC Director’ s instruction on establishing the quality
objectives in FY2015, we carried out the improvement for the form in the
quality objectives (for example, what will be done concretely, what resources
will be required, who will be responsible, when it will be completed, and how
the results will be evaluated), and the change of the contents (including the
challenging subjects in each division).

The 2015 edition of ISO 9001, i.e. ISO 9001:2015, was published on September
15, 2015, and its domestic standard, i.e. JIS Q 9001:2015, on November 20,
2015 as well. This ISO 9001:2015 is very much performance-based, with a
focus on what has to be achieved rather than how to achieve it. Furthermore,
taking into consideration the context in which the organization operates, we are
required to combine the process approach with risk-based thinking, and to
employ PDCA cycle at all levels in the organization. Thus, we have taken the
initiative in carrying out the Fit/Gap analysis with the current 2008 edition, the
determination of the change acceleration plan, English translation of Quality
Policy, and the draft preparation of the new quality manual toward the 2015
edition transition of BRC QMS.
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(4)Horizontal deployment

Support Unit for Quality Management

(3) Internal Quality Audit, and Management Review Conference

Taking into consideration of ISO 9001:2015 publication, we carried out the 15th
Internal Quality Audit in October, 2015 (see Fig.2) , and the 16th one in March,
2016 in accordance with the important audit policies having i) the inspection of
progress conditions of quality objectives using a new format, and sharing &
change management of their related information, and ii) the inspection of
products 6service provided form outside. And BRC Director reviewed BRC
QMS on April 9, 2015 (the 15th conference) and November 26, 2015 (the 16th
conference) in order to assess the opportunities for improvement and the need
for changes of BRC QMS.
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of Management Systems  Fig2.1SO 9001 15th Internal Audit
framework

We conducted ” ISO 9001 Amended Standard Interpretation Education
(December 7, 9 and 14, 2015) , and ISO 9001 Basic Knowledge Education.
Moreover, we analyzed the latest movements concerning the technical
committee “ TC276 Biotechnology ” of ISO and AMED (Japan Agency for
Medical Research and Development), and have shared to the persons concerned.
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(5)Acceleration of Total Quality Management, and staff development

We grew up 3 staffs as Internal Quality Auditor, and 4 staffs as IATA
(International Air Transport Association) accredited Dangerous Goods
Regulations expert. Moreover, in order to securely cope with the 2015 edition of
ISO 9001, we have executed the staff development such as active participation
in “ISO Continuous Performance Development Education”.
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