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ISO |F. EIFZE#{LA4%4E (International Organization for Standardization) Hs%E 9 3 EFEFE—IRIR T,
ISO 9001 X FRBICEIT BRI AV M AT LDIRIETH S, 1S0 9001 DEREEIE. I BRCH S LMEFEN
ERF OB THETE AR THELEEIT. RETDNAFVY—AD—EDREKEZ R -TTEEHERIC
TH5LDTHD, HZEI-vME. BRCAREBREDNAF)Y —ARUY—ERZRMEL. HBEWEE
EREEB LETERHIC, MBEIRIAVI/ZATL (QMS) PREHREERE (TQM) ICEEY5EVHE
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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
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Standardization, and ISO 9001 is a standard for Quality Management System. Getting the ISO 9001 certification does ensure

that cells and microorganisms to be distributed from RIKEN BRC (BRC) will securely meet certain quality levels, and
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Fig.1 Views of the Internal Quality Audit
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2)ISO 9001:2008 Special Audit

On January 29, 2013, BRC challenged ISO 9001:2008 Special Audit on the
purpose of examining Tsukuba campus move of Microbe Division. BRC
successfully passed it without any nonconformity, and sustained ISO 9001
certification as well.

[Audit dates] January 29, 2013 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. Atsushi ATKAWA (Team Leader).

[Object departments] Microbe Division, Management Representative and QMU.
[Conclusion of the audit] Conformed to 130 9001:2008, and no follow-up visit required.
{Integrated evaluation of the audit findings (extract) ]

There was no trouble in practical use of the management system caused by Tsukuba
campus move of Microbe Division. It was confirmed that the management system
was executed properly. Microbe Division devoted itself to the prevention of the

Support Unit for Quality Management

Knowledge Education. In addition, we opened the intranet homepage concerning
the information of quality management, and have just started sharing QMS
documents and audit & surveillance findings.
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(5) Acceleration of Total Quality Management, and staff development

We led to execute the in-house education concerning Basic Quality Control (June
27 and July 4, 2012) for the operational staffs for the purposes of i) sharing
awareness and technical tools on quality control, ii) learning of problem discovery
& solving competence through small group discussion such as Quality Circle, and
iii) creating customer-focused mind. We grew up 9 staffs as Internal Quality
Auditor, and 2 staffs as IATA (International Air Transport Association) qualified
expert. Moreover, in order to securely cope with a big amendment of ISO 9001
scheduled in 2015, we have just started its staff development such as a regular
participation in “ISO Continuous Performance Development Education.”
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.75 furthermore endorse that BRC is a reliable organization.QMU will endeavor for excellence and take all possible measures to f;g:?:ﬂf:;:::;m by means gfthe temporary stop of deposition acceptance. And ,75
y, i . / h ) pus move and the continuation of the business were being carried y,
i QMS (Quality Management System) and TQM (Total Quality Management) in order for BRC to provide the highest value out in the managed condition. The improvement of the management system was i
2 biological resources and services on time and to enhance total customer satisfaction. being enforced as well, and it was in good conditions continuously. ) 2
% The problem on statute observance, which had originated in the outside factor in %
}%E the past, was found during Tsukuba campus move. The countermeasures, however, 2 SEEEIvIy }EE
% qz,ﬁz4$ﬁa)}ﬁ% were being Cfit‘l:led out secur.ely under the proper control, including the repon toA its Fig.2 Quality propelling engine %
= - 4 ) 2 [Auditor] BVJC Mr. Jun FUJITA (Team Leader). regulatory mlnlstw. The 4e01510n and executloq o'f the recurrence preventlvei action =
3 ACthltleS n 201 2-201 3 [Object departments] Cell Engineering Division, BRC Director, Management plan were 1mpleAmented‘1n the managef] condition. The system for ensuring the 3
£ . Representative and QMU. statute & regulation requirements compliance was conducted favorably. H_EE é & )( \/ / \\_ *g Ejz £
(1) 1809001:2008 EHHERF B E [Conclusion of the audit] Conformed to ISO 9001:2008, and no follow-up visit required. N N
K 244ES H7TH MU SHIC, BEGREETH R a—0— N ZXT v/ SUHAE [Integrated evaluation of the audit findings (extract) ] @) WEBE‘%—E‘ RURFIAPLELI— . . . Me m be rs
FHC KB HERFR A ZZHL, NEGRLORAFRRETCORK, TORME, BEURKT All the organization established the unified business goals based upon BRC quality 510 B NEBEE A 2 @Tﬂ%#@ﬁ*ﬂrﬁﬂ%%0)ﬁ?ﬁgiﬂo)jﬂ@qkiﬂo)ﬁﬁﬁﬁ\ @B .
FODTAA—T T 2ZF BT, 1S0 9001:2008 3 & DFRAE 2 HERF Uz, [Fd A DY policy, and deployed them throughout each sub-organization. The objective theme Jﬁffﬁ?}%ﬁ?}?ﬁ%$ﬂ’\@i’ﬁlﬂﬂ((ﬂ@ﬁéﬁﬁ\ CINAFV Y —ADIERERT .i: ¥ MU —4— [Unit Leader]
Eﬂi:}(ﬂ)&ﬁb’@@éo N and its executive plan were created and developed in the style format such as the D'{ZX@E’E%E?%ﬁﬁEﬁﬁ& L’VC\ 31’2224&: 1 Fj LC’;';H’@L,?‘: { })0 BRC XA A Hisao MOTEGI
[‘ﬁﬁHﬁz] P24 HTH . 8 HFT year executive plan table for every division. Finally, all of the members were 0) Fy TR IAV MG COBRERFRERMER, WIOMTIIALRL
[{E{ﬂ*ﬂ%] ISO 9001:2008 (1S Q 90(2;240‘08‘)‘ planned to be involved in the executive plan. The progress was exactly grasped in Ea—7 P25 1 A 8 IR AL 72, @ EEEEE [Management representativel
(RRGLAER] /\/(7]‘1)‘/»—1 (WIFEFEYDEIREID OUUE - f/17 - S8 every half year, and it was being referred for Management Review Conference. BT R )12 Kuniya ABE, Ph.D.
(& H] BVIC HM HFEE (F—LU—4—) There will be a big opportunity for expectation if the concrete contents of the (3) Internal Quality Audit, and Management Review Conference T
(A SR ] MlARIPIR =, BRC YV 2—E, SHELEKRUZIELI=v executive plan are more consistent with the business from now on. We carried out the 10th Internal Quality Audit in November, 2012, in accordance 4>/ \— [Member]
[RAEOHMR] NEAIIHREINT, BRECRFEEICHE S Management Review Conference was conducted twice a year, and it was bein. with the important audit policies having i) confirmation of the dealing status to - em‘ er =
URAOKTT kD] anag . . 2 yeah, and | € Tsukub £ Microbe Division. if) validati BRAT FESE Emi IIMURA BB & F Masako TAKASHIMA, PhD.
B . B carried out effectively as a center of the practical use. The implementation status of sukuba campus move of Microbe Division, ii) validation of the countermeasures ) =
JigtEb LI, Rk — LI HEERE LTSI, 7—< P T the review was proper, including BRC Director® s decision and so on. And then the to the observation findings in the latest ISO 9001 Surveillance Audit, and iii) ﬁE&BH iﬁg‘@ Toshiya IIDA, Ph.D.  SEFH T Kanae KURITA
FHEEEM S L OFEERITRIE R EDIK T, 77vary 7oV e UTER - & input information was covered and independently discussed as specified in the inspection of inventory management process on biological resources (see Fig.1) . B /K [8F Naoko AOKI
HEh, REBINTELCKENT Wz, R EEMRICHIICHEEE N, procedure. Finally, the output matters from BRC Director were proper, too. These Based upon these audit findings and so on, BRC Director conducted the 10th
RFITAVE DE;—%%LZE@BM’CF‘?’:Q Sk BEEROFATEEOLAR RN reviews were being carried out in accordance with the system rules. The active Management Review Conference on January 8, 2013.
A PENEOREBELEELTOIREARSBIUEN RS LI DN, participation of BRC Director was seen for each management review.
F2RN I IAY L a—EiEN, HEHOTLE UTHRMICE TSN (8) RRIAV M RT LR DK TR
Tz, REBOIRRREREZZHT, LE2—DFKIRVUTEY] T, FIE (2) 1ISO 9001:2008 4572 ISO 9001 £ TQM A5 2 N\AT VY R XVAY AT LTV VLT,
EBDicA 7y MR LIEANICEREL REFH NSO T Y Ty b B, LR B R OB v > S A A B L 3 B R R . K 25 MEY LA ZRTAT 95T EIRE L, BRCHEFEENDERMZED TS (X
VAT L a =B HEEEN TV, IRV AY R a—IZid by 7D 129 FIC25, FEa LB TaR L. 1S0 9001 ZRE M Lz, 2)o ISOMY IRV AVRMHEIL, EfRTr— 28 2B LTz, £z,
B G BNz, Caeds ) SERk 25 46 1 5 29 F S0 CIRAAZIa = —2a Vi, CORASGEREIE, S EEREAIRRHE D 3
(i B8] 1S0 9001:2008  (JIS Q 9001:2008) iz 2R LTz, EHIC, MBS XY AV ROFTNmY R—LX—I 2L,
(1)ISO 9001:2008 Surveillance Audit (EREERPA] /N A AV — 2 (B2 AR DU - (117 - (it QMS &, HH - BB FHOLEZHIEL T,
BRC took ISO 9001:2008 Surveillance Audit by Bureau Veritas Japan Co., Ltd. (BVJC) on May [&#& 8] BVIC #H)I% ®#EE (F—L)—&—)
7-8, 2012. BRC successfully passed it without any nonconformity. As the result, the [EAn 8] e R B . SIS N OBy (4) Horizontal development of Management Systems framework
continuation of ISO 9001 certification was achieved without any Corrective Action and [BEOER] FESEMEEEEN T, Rk HEEIOES We proposed that BRC drive its own Quality Way by using the hybrid engine made
follow-up visit. The following is the summary of this audit report. (AT kY] up of management systems with ISO 9001 and TQM, and then have propelled the
[Audit dates] May 7 & 8, 2012 in Tsukuba campus. WA RIBIREOBIRICE BRI RV ALY AT LD EOREIRT deployment to the entire BRC organization (see Fig.2). We had two executive
[Standard conducted against] ISO 9001:2008 (JIS Q 9001:2008). HENT, L CHYNSER N TWB e R LTz, — S0 managers took part in ISO Top-management Education. We assisted Business
[Scope of the audit] Collection, Preservation and Distribution of Biological resources. Communication Education, Business Document Education, and Basic Quality
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