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INTRODUCTION AND OPERATION OF 1SO9002 FOR CORD BLOOD BANK

Kei Takada, Tokiko Nagamura-Inoue, Michiko Sugo, Mika Shioya, Atsuko Takahashi,
Yan Cui, Masako Hirai, Atsushi Taguchi, Nobukazu Watanabe and Tsuneo A. Takahashi
Division of Cell Processing, The Institute of Medical Science, The University of Tokyo

Quality assurance is becoming important for the cellular products in cell therapy and blood
transfusion!’ The International Organization for Standardizatiof] ISO19002” is an International stan-
dard for quality management systems. We designed and implemented an I1SO 9002 system for cord
blood banking. In March 2001, The Facility for Cell Processing and Preservation of the Tokyo Cord
Blood Bank obtained 1SO90020 1994 from the external attestation organization as the first such of
cell processing laboratory and cord blood bank in Japan.

The introduction of ISO to cord blood banking ranged from reception of cord blood units, various
tests, cell processing, cryopreservation, shipping and data analysis.

The document system consisted of the' Quality Manual”; General Procedure” and® Standard
Operation Procedures” . The system was audited by internally and then an external attestation or-
ganization.

After implementation of the 1SO, several advantages were recognized including an increase in
nuclear cell recovery and in the rate of medical inquiries from mothers.
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Fig.1 Flow chart of cord blood processing and the range of introduction of 1SO9002
in Tokyo Cord Blood Bank
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Table[10 Requirements for 1SO9000s: 1994

41 Management responsibility

4.2 Quality system

43 Contact review

44 Design control0 excluded from 1SO90020J

45 Document and data control

46 Purchasing

47 Control of customer-supplied product

48 Product identification and traceability

49 Process control

4.10 Inspection and testing

411 Control of inspection, measuring and test
equipment

412 Inspection and test status

413 Control of nonconforming product

414 Corrective and preventive action

415 Handling, storage, packaging, preservation and
delivery

416 Control of quality audits

417 Internal quality audits

4.18 Training

419 Servicing

4.20 Statistical techniques

QMO1

(Quality Manual)

GP01-06

(General Procedures)

SOP01-65

(Standard Operation Procedures)

Fig.2 Documents for quality system
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Recovery (%)

Fig. 3 Recovery of nucleal cells before and after im-
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Table[20) Developments in introduction and operation of 1SO9002: 1994

Jan. 1999 Policy decision to pursue policy of 1SO9002 accreditation

12 Apr. 1999 Attend ISO seminar by directors of the facility

15 Apr. 1999 Start for prepariung SOPs of work procedure

Jun. 1999 Start GP execution

15 Dec. 2000 Start Quality manual execution

31 Jan. 2001 Start correction treatment record operation

2 Feb. 2001 Start internal audit

8 9 Feb. 2001 Examination of quality system by external attestation organization

23 Feb. 2001 Record of management review

16 Mar. 2001 Follow-up examination by external attestation organization

16 Mar. 2001 Final report by external attestation organization

Apr. 2001 Start of regular educational training

2 Apr. 2001 Acquisition of 1SO9002

13 Apr. 2001 Record of regular internal audit and management review

5 Sep. 2001 Record of regular internal audit and management review

11 Sep. 2001 Audit of maintenance by external attestation organization

31 Mar. 2002 Regular internal audit and management review

10 May 2002 Audit of maintenance by external attestation organization
Pelhiis

Pkl

Apr. 00-Mar. 01
(n=1091}

Period

plementation of 1SO9002.
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Collection rate (%)

Jan. 00~ Mar, 00
Jan. 01~-Mar. 0]
Apr. [ll -Jan. 02 (n=267)
(n=1056) Period

Apr, 00~ Aug. 00
Apr. 01~ Aug. 01

(n=383)

Fig. 4 Collection rate of medical inquireries before

and after implementation of 1SO9002.
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