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This recommendation is addressed to the responsible persons of healthcare facilities and their staff which 
have to deal with potentially contaminated returns. 

Returns (returned products) are all medical devices, equipment and instruments which are returned to 
the manufacturer or the supplier, independent of whether they have been used or not due to a complaint 
or a request for repair, for example. In your company, these products could have had contact to infectious 
biological agents or with hazardous substances (such as radioactive medicinal products or cytostatic drugs) 
and could have been contaminated by these. In case of doubt, it is best to assume that the returns are 
contaminated products.

Contaminated products contain a health hazard caused by infectious agents or hazardous  
substances for persons who come into contact with the returned products.

Employers are obligated to carry out a hazard assessment in their company. Apart from the German 
Occupational Safety Law, the infection protection regulations as well as the hazardous substances and 
dangerous goods regulations have to be observed. This recommendation shall assist the employer in the 
implementation of the legal specifications. 

In order to protect the employees who are charged with processing the returned products and to carry 
out an ideal, risk-free inspection of the complained goods, we ask you to take the measures described 
hereinafter into consideration.

In case of all uncertainties about the assessment, packaging and dispatch of the returns, coordination 
has to take place with the manufacturer and/or supplier.

Foreword
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it may present a risk of spreading to the community, 
but there is usually effective prophylaxis or 
treatment available

Risk group 4: 
Biological agent that causes severe human disease 
and is a serious hazard to workers (such as smallpox); 
it may present a high risk of spreading to the 
community; there is usually no effective prophylaxis 
or treatment available

Products which could be contaminated with 
biological agents of risk group 4 of the German 
Ordinance on Biological Agents should not be 
returned as a matter of principle.

In conformity with the European Agreement 
concerning the International Carriage of Dangerous 
Goods by Road (ADR), which applies in Germany as 
well, biological agents are categorized as dangerous 
goods for the transport depending on their risk 
group (cf. chapter 3.1). This has an effect on the 
dispatch of returns which may be contaminated 
with infectious biological agents potentially.

A hazard may occur from returns which have had 
direct or indirect contact to body products contain-
ing biological agents (such as blood, secretions or 
other body excretions) or hazardous substances 
(such as radioactive medicinal products or cytostatic 
drugs). For this reason, returns shall be considered 
potentially contaminated. 

The potential risk of infection is of special signifi-
cance for all employees, who get in touch with 
returns. In accordance with the German Ordinance 
on Biological Agents, biological agents are classified 
into four risk groups:

Risk group 1:
Biological agent that is unlikely to cause  
human disease

Risk group 2: 
Biological agent that can cause human disease and 
might be a hazard to workers; it is unlikely to spread 
to the community; there is usually effective prophy-
laxis or treatment available

Risk group 3: 
Biological agent that can cause severe human 
disease and present a serious hazard to workers;  

Recommendation:
Returns in healthcare facilities

1. Assessment of the returns prior to sending back 
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2.2 Disinfection and sterilisation

In order to further reduce a potential germ load, 
returns, which have had contact to biological 
agents, shall be suitably disinfected or sterilised 
after removal of the contamination, which shall 
leave the product unchanged as far as possible.

2.3 Declaration on the hygiene status 
and on decontamination of the return

The execution and the type of the decontami-
nation process shall be confirmed in a declara-
tion by the sender.

For the documentation of the hygiene status and 
of the decontamination of the return, a declaration 
on the hygiene status shall be attached to the 
outer packaging of the return as shown in the 
sample of Figure 1. Manufacturers or suppliers will 
also gladly render a specimen of the declaration on 
the hygiene status as print template.

If returns are potentially contaminated, they shall 
have to be pre-treated first of all by the staff of the 
healthcare facility so that a proper shipment and, if 
necessary, a fault investigation is possible. As far as 
possible, the goods returned have to be emptied of 
residues and shall be dry, if possible. If residues 
cannot be emptied, potentially contaminated 
liquids shall have to be protected sufficiently from 
leaking in order to suitably control the risks 
involved. Suitable cleaning, disinfecting and 
sterilising processes shall be applied.

2.1 Cleaning

By means of simple cleaning, a clear risk reduction 
can be achieved because biological agents or 
hazardous substances, such as body fluids, body 
tissues or contrast agents, can be removed already. 
However, a removal should take place only in such 
a way that the product is not damaged or modi-
fied, and only in a case where the residues are not 
cause for the product defect.

2. Decontamination procedures: 
Cleaning, disinfection and sterilisation
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Decision tree: Transport categories of potentially infectious returns

Figure 2

Do not dispatch this return!

Get in touch with the 
manufacturer, and, where 
appropriate, dispose of the 
returns properly.

Properly tested packaging 
in conformity with  
ADR 2.2.62.1.5.9
(Packaging Group II)

or (in conformity with ADR) 
packaging instructions P 650

Is not subject to the 
provisions for  
dangerous goods.

Apply the regulations of 
the respective transport
service provider  
(post office, etc.)

Yes

Yes

No

No

Categorization of 
the returns

Possibly contains 
infectious  

substances of 
category A?

Potentially 
contaminated?
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Table: Transport categories of potentially infectious returns

Criteria

Dangerous 
goods  
transportation 
category Packaging Labelling Commentary

Medical devices, which do not 
contain any infectious substances 
or which contain infectious 
substances, but are unlikely to 
cause diseases as well as medical 
devices, in which any present 
pathogens have been neutralised 
and inactivated such that they no 
longer pose a health risk.

No dangerous 
goods

Proper packaging: 
Under normal 
conditions of 
carriage, packagings 
shall not break, be 
punctured or leak 
their contents.

No labelling in 
conformity with 
the provisions 
for dangerous 
goods

Are not subject to ADR  
(cf. ADR 2.2.62.1.5.3) 
No dangerous goods 
transport

Medical devices which may have 
been contaminated by biological 
agents of risk group 2

(Risk group 2: Biological agent 
that can cause human disease 
and might be a hazard to workers; 
it is unlikely to spread to the 
community; there is usually 
effective prophylaxis or treatment 
available)

and medical devices as a rule, which 
may have been contaminated by 
biological agents of risk group 3

(Risk group 3: Biological agent 
that can cause severe human 
disease and present a serious 
hazard to workers; it may present 
a risk of spreading to the 
community, but there is usually 
effective prophylaxis or treatment 
available)

Category B Properly tested 
packaging in 
conformity with  
ADR 2.2.62.1.5.9

Alternative:
Packaging in 
conformity with 
ADR: P 650

“USED MEDICAL 
DEVICE”
or
“USED MEDICAL 
EQUIPMENT”

In case of using 
a packaging in 
conformity with 
P 650 ADR 
alternative:

UN 3373

Biological 
substance
Category B

Recommendation: 
For reasons of practicability, 
it is recommended to use a 
type-tested outer packing 
of the packaging group II.

When using a packaging 
system in conformity with  
P 650, a consignment can 
be sent as UN 3373 
(including corresponding 
labelling).

Medical devices which may have 
been contaminated by biological 
agents (in particular of risk group 
4, such as Ebola), which in case of 
an exposure of otherwise healthy 
persons or animals may cause a 
permanent disability or a 
life-threatening or deadly disease. 

(Risk group 4: Biological agent that 
causes severe human disease and 
is a serious hazard to workers; it 
may present a high risk of 
spreading to the community; 
there is usually no effective 
prophylaxis or treatment 
available)

Category A [not subject to this 
recommendation]

[not subject to 
this recommen-
dation]

Refers to transports in 
conformity with UN 2814 
(cf. ADR 2.2.62.1.4.1)

There are very high technical 
and organisational 
requirements, also with 
respect to the occupational 
safety regulations and the 
infection protection law. 

Do not dispatch this return!
Get in touch with the 
manufacturer, and, where 
appropriate, dispose of the 
returns properly.
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3.1 Classification according to dangerous 
goods law and allocation to categories 
for transport

The legal and technical requirements concerning 
the packaging and the shipment of the returns 
depend decisively on the dangerous goods classifi-
cation and the application of potential exceptions 
and/or reliefs to the dangerous goods regulations. 
For the transport of infectious substances  
(risk group 2, 3 and 4 of the German Biological 
Agents Ordinance), the categories A and B apply: 

Category A:
> An infectious substance, which in case of an 

exposure of otherwise healthy persons or 
animals may cause a permanent disability or a 
life-threatening or deadly disease. (ADR)

> Infectious substances of category A, which may 
cause disease in humans as well as in humans 
and animals, are marked with the UN number  
UN 2814 for shipping.

> Products which could be contaminated with 
biological agents of risk group 4 belong to 
dangerous goods category A.

Category B: 
> An infectious substance, the criteria of which do 

not qualify for inclusion in category A. (ADR)
> Infectious substances of category B are marked 

with UN number UN 3373.
> Products which could be contaminated with 

biological agents of risk group 2 or 3 belong to 
dangerous goods category B. 

The decision tree as shown in Figure 2 may be used 
for a quick orientation of the categorization of the 
returns. Detailed criteria on the subjects of “Trans-
port categories of dangerous goods”, “Packaging“ 
and “Labelling“ are rendered in the Table “Transport 
categories of potentially infectious returns“.

In case of returns, which are potentially 
contaminated with hazardous substances, 
such as cytostatic agents, special provisions 
have to be observed.

3. Packaging, labelling and transport

3.2 Packaging

3.2.1 General notes

Packagings shall have to be used which protect the 
returns from damage during handling and transport. 
In case of sharp edged or pointed parts, special 
protective measures shall have to be observed. 
The detailed dangerous goods regulations of ADR 
shall apply for returns with potential adhesions of 
hazardous substances. In case of products which 
may potentially be radioactively contaminated, the 
radiation protection commissioner of the healthcare 
facility shall be involved.

The specifications mentioned hereinafter shall apply 
for the packaging of potentially infectious returns.

3.2.2 Packaging of potentially infectious returns 
(transport category B)

In conformity with national and international 
regulations on the transport of infectious sub-
stances, biological agents of risk group 2 and 3 
have to be allocated to category B as a rule. The 
European Agreement concerning the International 
Carriage of Dangerous Goods by Road (ADR) indicates 
for the shipment of “medical devices or equipment, 
which potentially have been contaminated with 
infectious substances or contain such substances” 
that the said shall be “packed in packagings designed 
and constructed in such a way that, under normal 
conditions of carriage, they cannot break, be 
punctured or leak their contents”. For this purpose, 
an outer packaging shall be used of packaging group 
II of ADR or alternatively a packaging, which is 
intended for potentially infectious substances of 
category B, which means a packaging system in 
conformity with P 650 with the labelling UN 3373.

The resulting packaging process can be described 
as follows, as an example: 

> Placement of the product in a sealable primary 
receptacle impervious to liquids  
(primary packaging).

> Placement of the primary receptacle into a 
secondary packaging; in case of liquid materials 
sufficient absorbing material shall have to be 
placed between primary and secondary packaging.
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3.3.2 Potentially infectious returns –  
transport category B

Medical devices of risk group 2 and 3 (cf. chapter 1) 
have to be marked as follows:

“USED MEDICAL DEVICE“ or  
“USED MEDICAL EQUIPMENT“

If a packaging system in accordance with packaging 
instructions P 650 is used for the return, it can be pro-
vided also with labelling UN 3373 as an alternative:

Biological substance, Category B

3.3.3 Potentially infectious returns –  
transport category A

Medical devices of risk group 4 (cf. chapter 1) 
should not be dispatched. 

In case of questions on medical devices which 
may have been contaminated by biological 
agents of risk group 4, please get in touch with 
the manufacturer.

3.4 Shipment

Returns which are provided with packaging in 
conformity with ADR 2.2.62.1.5.9 or as UN 3373 in 
accordance with packaging instructions P 650 are 
not subjected to any further dangerous goods 
legal requirements during shipment with respect 
to their risk of infection. 

The forms of the respective transport service 
provider shall always be used as accompanying 
documents. They take into consideration the 
relevant corresponding carriage regulations. 

The return shall be sent to the address for returns 
indicated by the manufacturer or supplier. In this 
way, misdirected consignments and potentially 
unnecessary exposure are avoided at the recipi-
ent’s end.

> Shipment of the secondary packaging in an outer 
packaging (such as padded paper envelope or 
box-shaped packaging made of cardboard). 

> Labelling: cf. chapter 3.3

If the processes for decontamination mentioned in 
chapter 2 cannot be ensured, it is imperative that 
the correct packaging is confirmed in the declaration 
on the hygiene status enclosed (cf. Figure 1) as 
otherwise a safe treatment of the return cannot be 
ensured. The declaration on the hygiene status has 
to be attached well visibly on the outer packaging 
(in a document pouch, for example). If in doubt, 
always confer with the manufacturer or supplier.

Please observe: Correct decontamination saves 
packaging and shipping costs.

3.3 Labelling

If the returns contain hazardous substances, such 
as radioactive medicinal products or cytostatic 
agents, they shall have to be marked correspondingly 
in accordance with the respective provisions of ADR. 

The labelling of returns containing infectious sub- 
stances shall be described in the following chapters.

3.3.1 Returns which are no potentially infectious 
dangerous goods

The following returns do not involve any potential-
ly infectious dangerous goods, and for this reason 
need not be marked in conformity with the 
dangerous goods law:

Medical devices
1. which do not contain any infectious  
 biological agents
2. or only contain biological agents, of which it is  
 improbable that they cause an illness 
3. or in which any existing pathogenic agents have  
 been neutralised and inactivated in such a way  
 that they no longer pose a health risk.

UN 3373
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