Guidance on regulations
for the

Transport of
Infectious
Substances

2021-2022

Applicable as from 1 January 2021

A

g’@ World Health
WE®Y Organization

==






Guidance on regulations
for the

Transport of
Infectious
Substances

2021-2022

Applicable as from 1 January 2021

{ b ), World Health
(& )

Y ¥ Organization



Guidance on regulations for the transport of infectious substances 2021-2022

ISBN 978-92-4-001972-0 (electronic version)
ISBN 978-92-4-001973-7 (print version)

© World Health Organization 2021
Some rights reserved. This work is available under the Creative Commons Attribution-

NonCommercial-ShareAlike 3.0 1GO licence (CC BY-NC-SA 3.0 IGO;
https://creativecommons.org/licenses/by-nc-sa/3.0/igo).

Under the terms of this licence, you may copy, redistribute and adapt the work for non-commercial
purposes, provided the work is appropriately cited, as indicated below. In any use of this work, there
should be no suggestion that WHO endorses any specific organization, products or services. The use
of the WHO logo is not permitted. If you adapt the work, then you must license your work under the
same or equivalent Creative Commons licence. If you create a translation of this work, you should
add the following disclaimer along with the suggested citation: “This translation was not created by
the World Health Organization (WHQO). WHO is not responsible for the content or accuracy of this
translation. The original English edition shall be the binding and authentic edition”.

Any mediation relating to disputes arising under the licence shall be conducted in accordance with the
mediation rules of the World Intellectual Property Organization
(http://www.wipo.int/amc/en/mediation/rules/).

Suggested citation. Guidance on regulations for the transport of infectious substances 2021-2022.
Geneva: World Health Organization; 2021. Licence: CC BY-NC-SA 3.0 IGO.

Cataloguing-in-Publication (CIP) data. CIP data are available at http://apps.who.int/iris.

Sales, rights and licensing. To purchase WHO publications, see http://apps.who.int/bookorders. To
submit requests for commercial use and queries on rights and licensing, see
http://www.who.int/about/licensing.

Third-party materials. If you wish to reuse material from this work that is attributed to a third party,
such as tables, figures or images, it is your responsibility to determine whether permission is needed
for that reuse and to obtain permission from the copyright holder. The risk of claims resulting from
infringement of any third-party-owned component in the work rests solely with the user.

General disclaimers. The designations employed and the presentation of the material in this
publication do not imply the expression of any opinion whatsoever on the part of WHO concerning
the legal status of any country, territory, city or area or of its authorities, or concerning the
delimitation of its frontiers or boundaries. Dotted and dashed lines on maps represent approximate
border lines for which there may not yet be full agreement.

The mention of specific companies or of certain manufacturers’ products does not imply that they are
endorsed or recommended by WHO in preference to others of a similar nature that are not mentioned.
Errors and omissions excepted, the names of proprietary products are distinguished by initial capital
letters.

All reasonable precautions have been taken by WHO to verify the information contained in this
publication. However, the published material is being distributed without warranty of any kind, either
expressed or implied. The responsibility for the interpretation and use of the material lies with the
reader. In no event shall WHO be liable for damages arising from its use.


https://creativecommons.org/licenses/by-nc-sa/3.0/igo
http://www.wipo.int/amc/en/mediation/rules/
https://creativecommons.org/licenses/by-nc-sa/3.0/igo/
http://apps.who.int/iris/
http://apps.who.int/bookorders
http://www.who.int/about/licensing

Contents

0] €21V Vo] o ST %
ACKNOWIEAGEMENTS ...ttt b e ene s Vi
Section 1: TransPort REGUIATIONS ........cciviiiiicie ettt e et te e saeens 1
1.1 International REGUIALIONS. .........ccviiiiiiiic s 1

1.2 MOl AQIEEMENTS .....eeieciieiie ettt sttt re et e st e be e esbeeta e besbeebesteeneesreenes 1

1.3 NALIONAI FEGUIATIONS.......ceeeeieiieieieete et 3

1.4 Operator/Carrier VarfatiONS. ........c.oieirerieeeisisesie sttt 3

1.5 Supplementary REGUIBLIONS..........coiviiiiiiie et 4

1.6 SPECIAI PrOVISIONS ....c.viiiiciiciie sttt sttt ettt sbe et e e besbe e beste e e e nrennee 4

1.7 DANgErous GOOUS SECUILY ......ueiuvivereereieieeieiise sttt n s 4
Section 2: Transport StAKENOIAEIS .........ccc i 5
2.1 TNE SRIPPET <.t bbbt 5

2.2 The Packaging SUPPIIET ........coiiiiieieeiee bbb 5

R N (L O] LC (o] (L OF: 1y T SO S 6

I L (oot T PSSR 6
SECTION 32 THAINMING. ...ttt ettt b bbb et st e bbb nen e 7
Section 4: Defining a Material for TranSPOrt.........c.cooiiiiiiiiiinie e 9
A1 CUIUIES .ottt b et s e bbb st bt e e s e e se et e s besbenbenne e ene s 9

4.2 PAtiENE SPECIMIENS ....vviivieiiicti ettt ee et te et s te e e e st e s seestesteesbesbeeseesbesreeeesteeneesbeeteestesreas 9

4.3 BiolOGICAl PrOAUCTS.......c.viuiiiieiiitiiiesie ettt 9

4.4 Medical OF CHNICAI WASEES .......eeiviiieerie ettt sre st e e nne e nre e 10

4.5 Medical Devices Or EQUIPIMENT ..........oii ittt st s 10

4.6 EXCEPLIONS ...ttt b bkttt b bbb e n e 11
4.6.1 Exempt Human or Exempt ANimal SPECIMENS.....cciiciiiiiiciiie ettt e e sree e e 12
4.6.2 Used Medical Devices Or EQUIPMENT .....ccuiiii ittt ee st e e s evre e e s svre e e e ssneaeeeeanes 12
Section 5: Classification of INfectious SUDSTANCES............coveieiiiiiiiseree e 13
5.1 Dangerous Goods Classes & DIVISIONS .........coiiiriieieisisise e 13

5.2 Infectious SUDSTANCE CAEGOIIES.......c..iviiiriiiterieieieee e 14
I R O} == (o] oV s VUSROS 14
5.2, 2 CatEEONY B 15
Section 6: Preparing Packaging REQUITEMENTS.......c.ccoviiiiiiiiic et 17
6.1 A Basic Triple Packaging SYSIEM .........coiiiiiiiiiieiieee s 18

6.2 Packing Instruction P650 (Category B Infectious Substance Requirements)............ccccue.... 19

6.3 Packing Instruction P620 (Category A Packaging Requirements)........cccccevvvvveveiesveniennns 20

6.4 Packing Instruction P621 (Medical or Clinical Waste Requirements) ...........c.ccocevererennne. 23

6.5 Packing With COOIANES.........cc.ciiiici ettt b sne s 23
B.5. 0 WL 10 ..ttt ettt e e e e e e et e e e e e e e e s e bttt e e e e e e e nrrreeeeeeeeeaanrrnes 24
LSRN A ] o (ol TSR 24
(ST T o [T o NV F 1 ==Y o PR 24
Lo T A DT VA Y1 o] o 1T PR 24
6.6 Packing With STADITIZETS .........ccoiiiiicc s 25

6.7 PACKING TN OVEIPACKS .......eviitiiiieiteieeeee sttt 25

6.8 Re-CYCIING PACKAGING ... .t veieie ettt see s 25
Section 7: Marking & Labelling ........ccoooiiiiiii e 26
0 1Y =T PSPPSR 26

A - o T L PSPPSR 27
7.2, HAzard 1aDEIS . ...cooeiei ettt ettt st st e st st esbe e sane e sabaeenes 28
A A L -1 a Lo | 1T a Y= o o= £ PRSP 29



Section 8: DocuUmMENtiNg SHIPMENTS ........cviiiiice e sre s 30

8.1 Dangerous Goods Transport Document (DGTD) ......ccoovviiiiiriieieieeee e 30
8.2 AN WAYDIIL......ooniec ettt ens 33
8.3 SPIll ClEAN-UP PIrOCEAUIE .....vecveeiicee ettt ettt st re e e re e sreenee 34
=] (=] o0 SR 36
Annex 1: Link to International Regulations & Modal Agreements.........cccoceevevieviveveceeveeseene 37
ANNEX 22 SPECIAL PIOVISIONS ...ttt 38
Annex 3: Indicative List of Biological Agents sub-classified as Category A.........ccccocvvvvvevnnnee. 41
ANNEX 4: PacKing INSTFUCLIONS..........cviiiiiiii ittt sre e 43
A4.1 Packing INSEIUCLION PB20..........ccuiiiiiiiiie e 43
A4.2 Packing INSErUCLION PB50..........cviiiiiiiiie e 44
A4.3 Packing INStrUCTION PB2L..........cccvoiiiiieiciie sttt st st re e 46
A4.4 Packing INStrUCLION PIOBA .........c.ooiiiicice st 46



Foreword

This publication offers practical guidance to facilitate compliance with applicable international
regulations for the transport of infectious substances by all modes of transport and includes the
changes that apply from 1 January 2021. Existing national and international regulatory framework
for transport of infectious substances are included to provide information for classifying, identifying,
packaging, marking, labelling, documenting and refrigerating infectious substances for
transportation and ensuring their safe delivery.

The information in this publication targets all stakeholders involved in the shipping of infectious
substances such as the shipper, the packaging supplier, the operator/carrier and the receiver.

The 2021/2022 edition of this document went through several WHO-internal review/clearance
processes plus an organizational review by International Air Transport Association (IATA) in official
relations with the World Health Organization (WHO) under the Framework of Engagement with non-
State Actors.

The content of this document is crosslinked to diverse WHO and other activities, ranging from
biosafety and the WHO Infectious Substances Shipping Training (ISST; not open to all) to any other
programmes that require off-site transport of infectious substances for further processing, storage
or disposal.

The biannual update of this document reflects the changes in the source documents. The current
revision replaces the document issued by the WHO in 2019 (document

WHO/WHE/CPI/2019.20). When using this publication, reference must be made to the applicable
national and international regulations.
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