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Data Integrity Compliance of JEOL NMR

JEOL NMR systems have had all FDA 21 CFR Part 11 support functions available in the standard Delta
software since version 4.3 was released in 2004. All newer versions of the software have maintained and
added to this functionality.

An essence of GMP management is regularization and documentation, and thus the software is required to
provide 4 basic functions as detailed below.

Electronic
Record

M A system for allowing unique user
accounts to be created for each user or
manager of the system with appropriate

M An electronic record according to

the guidelines on each regulator has to
be automatically recorded during the

‘_E use of the instrument including
measurement and processing of data.

permissions or restrictions as necessary.

Data
Protection
M Data and all records have to be kept in a M A function to put electronic
browsable condition through the whole life signature into each data according to
cycle of data. guidelines on each regulator has to be
implemented.

Ina INM-ECZ series NMR system, a built-in spectrometer control computer in the spectrometer and an operation PC are
completely independent of each other. This system architecture allows for very secure operation of data management. An
NMR data (JDF format) file generated by an JNM-ECZ series spectrometer includes not only the traditional NMR data but also
all kinds of metadata, e.g. measurement parameters, data processing parameters, audit trails, and electronic signature(s) in
single file. It is not necessary to connect multiple files, making data management more straightforward.



Modern data integrity guidance requires 5 principles (ALCOA) as well as 4 additional principles (CCEA, also known as
ALCOA-plus) to be followed by the system.

Delta software equips File Information Viewer to browse records and metadata.

Delta software does not allow alteration of data without records nor any correction of records.

NMR data file of Delta software, which is binary data, includes all metadata including pulse program,
measurement parameters, data processing details, and etc.

CCEA

Remote Maintenance Tool, which is provided with Delta software, equips a function to back up all
data regularly.

Certain products in this brochure are controlled under the “Foreign Exchange and Foreign Trade Law” of Japan in compliance with international security export control. JEOL Ltd. must provide the Japanese Government with “End-user’s Statement
of Assurance” and “End-use Certificate” in order to obtain the export license needed for export from Japan. If the product to be exported is in this category, the end user will be asked to fill in these certificate forms.
3-1-2 Musashino Akishima Tokyo 196-8558 Japan Sales Division Tel. +81-3-6262-3560 Fax. +81-3-6262-3577

'JEDLO J EOL Ltd' www.jeol.com 1SO 9001 + ISO 14001 Certified

© AUSTRALIA & NEW ZEALAND * BELGIUM * BRAZIL ¢ CANADA ¢ CHINA * EGYPT « FRANCE * GERMANY * GREAT BRITAIN & IRELAND ¢ ITALY ¢ KOREA ¢ MALAYSIA * MEXICO * RUSSIA ¢ SCANDINAVIA
¢ SINGAPORE ¢ TAIWAN * THE NETHERLANDS * USA

'V Local office

No.2101B144C(Bn)



