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EUROPEAN DIRECTIVES FOR TRANSPORT OF BIOLOGICAL MATERIAL  (In compliance with the ADR applicable as of January 1st 2005)

The European Agreement concerning the International Carriage of Dangerous Goods by Road (ADR) was reached at Geneva on 30 September 1957 under the auspices of the United Nations Economic Commission for Europe, and came into force on 29 January 1968. The Agreement was subsequently amended the amendments coming into force on 19 April 1985.

The Agreement is short and simple. The key article is the second, which says that apart from some excessively dangerous goods, other dangerous goods may be carried internationally in road vehicles subject to compliance with:

- the conditions laid down in Annex A for the goods in question, in particular as regards their packaging and labelling; 

and

- the conditions laid down in Annex B, in particular as regards the construction, equipment and operation of the vehicle carrying the goods in question. 

Annexes A and B have been amended and updated several times since coming the ADR came into force. They were extensively revised and restructured between 1992 and 2000, and a first version of the restructured annexes came into force on 1 July 2001. It was published as document ECE/TRANS/140, Vol.I and II. New amendments came into force on 1 January 2003, and a second consolidated "restructured" version was published as document ECE/TRANS/160, Vol.I and II ("ADR 2003"). Corrections and one Amendment to ADR 2003 were circulated as ECE/TRANS/160/Corr.1-3.

A set of new Amendments came into force on 1 January 2005, and a third consolidated "restructured" version of the ADR was published as document ECE/TRANS/175, Vol.I and II ("ADR 2005"). 

I. DEFINITIONS

Infectious substances belong to the category of hazardous materials and their transport comes under the European Agreement concerning the International Carriage of Dangerous Goods by Road, or ADR, and to the regulations of the International Air Transport Association (IATA). Infectious substances belong to the 6.2 category of hazardous materials and are defined as materials which are known or are reasonably expected to contain pathogens. [...] that may cause disease in humans or animals. [paragraph 2.2.62.1.1 of the ADR].

These materials are subdivided as follows [paragraph 2.2.62.1.2 of the ADR]:

Risk group I1 : (N° UN 2814) infectious substances affecting humans

Risk group I2 : (N° UN 2900) infectious substances affecting animals only

Risk group I3 : (N°UN3291) clinical waste, unspecified, (bio)medical waste or regulated medical waste

Risk group I4 : (N° UN 3373) diagnostic specimens or clinical specimens

Infectious substances are divided into the following categories:

Category A [paragraph 2.2.62.1.4.1 of the ADR]:an infectious substance which is carried in a form that, when exposure to it occurs, is capable of causing permanent disability or a life-threatening disease [...] in humans or in animals.

Category B [paragraph 2.2.62.1.4.2 of the ADR]:an infectious substance which does not meet the criteria for inclusion in Category A. Infectious substances in Category B shall be assigned to N° UN 3373 except that cultures, as defined in 2.2.62.1.3, shall be assigned to N° UN 2814 or 2900 as appropriate. 

Cultures (laboratory stem cells) [paragraph 2.2.62.1.3 of the ADR] are defined as the result of a pathogen-amplification process [...]. This definition applies to cultures for the voluntary production of pathogens and does not include cultures for diagnostic or clinical purposes.

Are included in the Category A, hepatitis B viral cultures and human immunodeficiency viral cultures. Please refer to the table that illustrates paragraph 2.2.62.1.4.1 of the ADR.

II. PACKAGING INSTRUCTIONS

· N° UN 2814 biological material

It must be packed according to the packaging instructions P620 [paragraph 4.1.4.1 of the ADR]

Packagings described below are authorised provided the special packaging provisions of section 4.1.8 are met "special packaging provisions for infectious substances (Class 6.2)".

Packaging requirements:

Primary packaging:

-One or several powdery-proof primary containers.

Secondary packaging:

-Hermetically sealed. 

-Absorbent material shall be included in sufficient quantity so as to absorb the whole package contents. Primary containers shall be packed in secondary packagings in such a way that they cannot  break [...], be punctured or leak and that they contain all liquid material within the package without leakage to the outside. 
Please note that whatever the temperature forecasted for the shipment, the primary container or the secondary packaging should be strong enough to withstand, without leakage, internal pressure resulting in pressure differences of at least 95kPa and temperatures between -40° to +55°C.

Outer packaging

-Strong enough for its intended use;

-Minimum size for the outer packaging : 100 mm

A detailed list of the contents should be placed between the secondary packaging and the outer packaging [paragraph 4.1.8.3 of the ADR].

· N° UN 3373 biological material
It should be packed according to the packaging instructions P650 [paragraph 4.1.4.1 of the ADR].

Packagings shall be of good quality and strong enough to withstand normal shocks and loadings normally encountered during carriage. Packagings shall be constructed and closed so as to prevent any loss of contents, which might be caused under normal conditions of transport, by vibrations or by changes in temperature, or humidity.

Packaging requirements:

Inner packaging containing:

-One or several powder-proof primary containers.

Secondary packaging:

-Hermetically sealed; 

-Absorbent material must be included in sufficient quantity to absorb the whole package contents. Primary containers shall be packed in secondary packagings in such a way that they cannot  break [...], be punctured or leak and that they contain all liquid material within the package without leakage to the outside. 
Outer packaging

-Constructed and closed;

-Strong enough to withstand the free-fall drop tests 1

Please note that infectious substances relating to N° UN 3373 which have been packaged and marked according to the P650 packaging instruction are not subjected to any other ADR requirements.

· Transport of biological material in dry ice
Dry ice belongs to Class 9 Miscellanous Dangerous Goods 

Cryogenic receptacles shall comply with the requirements of chapter 6.2 of the ADR.

When dry ice is used, it must be placed outside the secondary packagings or in the outer packaging, or else in an overpack. If carbon dioxide is used in a solid form, the packaging must be designed and assembled so as to enable CO2 release and to avoid pressure increase which may lead to packaging being torn.

III. MARKING AND LABELLING

Packaging containing infectious substances affecting humans (UN 2814), must bear the label 6.2 

There is no need to display label 6.2  for diagnostic specimens (UN 3373) [see Table A of the ADR].

Compulsory  marking on the outer packagings:

- The full contact details of the consignor and consignee;

- A telephone number to contact the transport company in charge 24H/24H;

- the UN number corresponding to the dangerous goods contained, preceded by the letters  "UN" shall be clearly and durably marked on each package [paragraph 5.2.1.1 of the ADR];

- For transport on dry ice, the Class 9 label shall be displayed on the outer packaging or the overpack.

IV. TRANSPORT DOCUMENT

      Any carriage of goods shall be accompanied by:

· A transport document providing the following general information [paragraph 5.4.1.1 of the ADR]:

- the UN number preceded by the "UN" letters;

- the technical name of the product;

- the type of storage;

- the name and address of the consignor(s);

- the name and address of the consignee(s);

- the name and telephone number of the responsible person (available 24H/24H) shall be indicated [paragraph 5.4.1.2.4] 

1- Free-fall drop tests as described in 6.3.2.5 and specified in 6.3.2.3 and 6.3.2.4, except that the height should not be less than 1.2 m
· A set of written instructions in case the primary and secondary packagings [paragraph 5.4.3 of the ADR] are punctured so as to enable the carrier to deal with this puncture appropriately according to the class of goods being carried.

V. RESPONSABILITIES OF THE CONSIGNOR

The consignor of dangerous goods is required to hand over for carriage only consignments

which conform to the requirements of paragraph 1.4.2.1 of the ADR. He shall in particular:

- ascertain that the dangerous goods are classified and authorized for carriage in

accordance with ADR;

- use only packagings approved for and suited to the carriage of the substances concerned and

bearing the markings prescribed by ADR;

- comply with the requirements on the means of dispatch and on forwarding restrictions;

- take appropriate measures to guarantee that the carriage complies with the ADR requirements.

VI. RESPONSABILITIES OF THE CONSIGNEE

- Drivers of vehicles carrying dangerous goods shall attend a training course and pass an examination on the particular requirements that have to be met during carriage of dangerous goods[paragraph 8.2.1.1 of the ADR];

-The carrier shall check that the dangerous goods to carry are authorised for transport in accordance with ADR;

-Ascertain that the equipments prescribed in the written instructions for the driver can be found on board the vehicle.
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