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Executive Summary

Bio-Circular-Green Economic Model (BCG) aims to drive the use of medical
innovation and technology for inclusive and sustainable growth of Thailand’s
economy. This economic model is implemented in line with the current
National Economic and Social Development Plan (2022-2027). Advanced
Therapy Medicinal Products (ATMPs) are the fast-growing innovative therapy
that has been introduced as one of the high priority strategies from the BCG
model to promote the capacity building in medical technology and research
to enhance preventive and precision medicine efficacy. To achieve this goal,
the national cell bank guidelines shall be established to serve the need of
the national quality infrastructure of ATMPs.

The Department of Medical Sciences has developed this cell bank
guideline with the cooperation of experts from regulation centres, universities
and research institutes. The objective of this guideline is to provide guidance
on the appropriate standard for human cell storage for research, study and
clinical use. This guideline follows the international standard to address
proper management of infrastructure, cell bank facility, quality control,
laboratory equipment, and cell bank process requirements.

This guideline is applicable as an operation and establishment reference
of cell banks for the public, private health centres, universities, and research
institutes to adhere to for the harmonisation of practices among biobanks,
researchers and other parties. Manipulated-cells quality controls and storage
must follow relevant regulations and guidelines.

Cell standardisation and quality control are crucial to assure the capability
of cell banks at the national and international levels. The Department of
Medical Sciences hopes this guideline can be used as an operational framework
for all the agencies concerned in cell storage systematically and efficiently

under safety and quality control for ATMPs research and clinical use.
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