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Introduction

This Diraft Sri Lanka Standard has been prepared by the Sri Lanka Standards Institution and is now
being circulated for technical comments 1o all interested parties.

Al comments received will be considered by the S1SI and the drafi i necessary, before
submission to the Council of the Institution through the relevant Divisional Commattee for final
approval,

he Institution would appreciate any views on this drafl which should be sent before the specified
date. It would also be helpful if those who find the draft penerally acceptable could kindly notify
us aceordingly.

All Communications should be addressed to:

The Director General

Sri Lanka Standards Institution,
| 7, Victoria Place,

Elvitigala Mawatha,

Colomba (8.
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NATIONAL FOREWORD

This Sri Lanka Standard was approved by the Sectoral Committee on Food Products and was
authorized for adoption and publication as a Sri Lanka Standard by the Council of the Sri Lanka
Standards Institutionon ........................

This Standard is identical with ISO/TS 20388: 2021 Biotechnology — Biobanking — Requirements
for human mesenchymal stromal cells derived from umbilical cord tissue which is published by
the International Organization for Standardization (1SO).

This Standard specifies requirements for the biobanking of human mesenchymal stromal cells
derived from umbilical cord tissue (i.e. Wharton’s jelly), further referred to as hUC-MSCs,
including the collection of umbilical cord tissue and associated data, isolation, culture
characterization, quality control, cryopreservation, storage, thawing, disposal, distribution and
transport.

This Standard is applicable to all organizations performing biobanking of hUC-MSCs used for
research and development. This document does not apply to hUC-MSCs for the purpose of in vivo
application in humans, clinical applications or therapeutic use.

Terminology and conventions:

The text of the International Standard has been accepted as suitable for publication, without
deviation, as a Sri Lanka Standard. However, certain terminology and conventions are not identical
with those used in Sri Lanka Standards. Attention is therefore drawn to the following:

a) Wherever the words “International Standard” appear referring to this Standard, it should be
interpreted as “Sri Lanka Standard”.

b) The comma has been used throughout as a decimal marker. In Sri Lanka Standards it is the
current practice to use the full point on the base line as the decimal marker.

c) Wherever page numbers are quoted, they are ISO page numbers.
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