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General terms and conditions of the Foundation for Pathobiochemistry and Mo-
lecular Diagnostics for participation in ring trials of the Reference Institute for 
Bioanalytics (effective as of 1 October 2021) 

 

Legal relations  

The Reference Institute for Bioanalytics (RfB) is a special-purpose organisation of the non-
profit Foundation for Pathobiochemistry and Molecular Diagnostics (hereinafter referred to as 
the ‘SPMD’) and conducts ring trials for external quality control for laboratory medical investi-
gations on its behalf. The RfB is a ring trial organisation which is officially commissioned by 
the German Medical Association to conduct ring trials for external quality control. An agree-
ment on participating in the ring trial is concluded with the Foundation. The following terms 
and conditions apply explicitly and exclusively in the process. The RfB is responsible for 
planning, organising, conducting and supervising the ring trials on behalf of the SPMD.  

	  

Conditions of participation 

Anyone who carries out laboratory investigations in the pursuit of his/her industrial or self-
employed profession may participate in the ring trials (hereinafter referred to as the ‘Partici-
pant(s)’). Registration as a Participant must either be made in written form with an E-mail ad-
dress provided, or online. The Participant will receive a confirmation of registration and be 
assigned a unique participant number by the SPMD/RfB. 

The Participant must keep his/her data updated at all times, in particular E-mail address and 
address for post, invoices and certificates.    

If a permit for handling infectious material is required, the Participant will be responsible for 
having one. 



	

	

	 	 	 	 	

	

	 	
2	

 

Conclusion of the agreement  

By registering for one or more ring trials, the Participant agrees to conclude an agreement for 
the performance of ring trials with SPMD/RfB under the following conditions. Registrations for 
ring trials are to be made by way of the web portal operated by SPMD/RfB.  

Sending the fully and truthfully completed online registration by clicking the button ‘regis-
ter/order with payment obligation’ or an E-mail to that effect to SPMD/RfB effectuates a legal-
ly binding registration or order for the sample material and participation in one or more ring 
trials. 

The SPMD/RfB will immediately confirm receipt of the submitted registration/order by E-mail 
(hereinafter ‘order confirmation’). The binding agreement is thereby concluded. The Partici-
pant must check to ensure that the order confirmation is accurate and correct any changes or 
incorrect information by way of the web portal without delay. The Participant can also print out 
the order confirmation if required.  

Any participants from other European countries who are required to pay value-added tax will 
be exempted from German value-added tax upon presenting their EU VAT ID.  

The Participant accepts the conditions of participation in effect at the time the order was 
placed. As a general rule, any deviating terms and conditions a Participant may have will not 
be recognised.  

If the Participant is involved in a transformation or restructuring operation without (partial) 
universal succession (such as a company purchase agreement in the form an ‘asset deal’), 
the Participant shall ensure that the transfer of the agreement concluded under these condi-
tions to the new legal entity is guaranteed if and to the extent that the Participant him/herself 
will no longer be able to fulfil his/her obligations under this agreement. Any cooperation by the 
SPMD/RfB which may be necessary will be ensured. 
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Content of the agreement/specification of services 

The subject of this agreement is the provision of the sample material required for the perfor-
mance of the ring trial by the SPMD/RfB to the Participant, the subsequent reporting of the 
test results by the Participant and the final collection and evaluation of the data received by 
the SPMD/RfB. The SPMD/RfB informs the Participant making the submission of the result of 
this evaluation and issues a confirmation of participation in the ring trial ring trial. If the as-
sessment criteria are successfully met, the SPMD/RfB will also issue the Participant a certifi-
cate. 

Participation in ring trial is possible in the following variants: 

Variant A: unlimited participation in one or more ring trials under a continuing obligation (sub-
scription model). These terms apply for the entire duration of the subscription. 

Version B: Participation in individual ring trial limited to one calendar year as of registration. 
These terms apply for the duration of the calendar year. In the case of participation as per 
variant B, once the calendar year has ended, the terms and conditions in effect at that time 
shall form the basis for the conclusion of a new agreement. 

The Participant chooses between variant A and variant B when registering for the ring trial. A 
change between variants is possible at any time until the end registration for the ring trial in 
question. 

The Participant receives an annual plan with the relevant deadlines and dates for the ring trial 
(registration dates for participation, dates for dispatch or provision of the ring trial sam-
ples/materials and the last day for submitting the results) before the beginning of each calen-
dar year or, in the case of registration during an ongoing year, immediately after registration. 
The deadlines and dates specified there are binding for the Participant. Late registration does 
not grant entitlement to take part in the ring trial. 

The schedule of deadlines and dates also lists the prices to be paid to the SPMD/RfB for par-
ticipation in the respective ring trial. The prices are binding for the SPMD/RfB and the Partici-
pant. All prices are net and do not include the relevant statutory value-added tax.  

The costs for sending the sample material by regular post are included in the prices in Ger-
many in the scope of the ring trial. If the Deutsche Post’s shipping conditions for letters 
change during the term of the contract, the SPMD/RfB is authorised to adjust the shipping 
and prices accordingly.  
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Shipping to countries outside of German shall be carried out by a transport company desig-
nated by the SPMD/RfB. The Participant shall assume the costs of transport as well as cus-
toms duties and taxes.   

The Participant shall assume the costs for return transport or destruction of samples due to 
refusal of acceptance.  

The SPMD conducts invoicing after completion of the ring trial in question. The Participant 
shall check the invoice. If he does not raise any objections to the invoice within 3 months after 
receipt, it shall be deemed to have been approved. The SPMD shall make special reference 
to this consequence on the invoice. Payments by participants from Germany can only be 
made by bank transfer or direct debit. Payments by participants from outside of Germany can 
only be made by bank transfer. Invoices may be sent by post or by E-mail, at the discretion of 
the SPMD/RfB. The Participant agrees to receive the invoices in electronic form to the E-mail 
address he/she has provided as part of his/her registration. The Participant furthermore un-
dertakes to establish and maintain the technical conditions for properly receiving and opening 
the E-mail and attachments thereof. If the Participant has technical problems in receiving or 
opening the electronically attached invoice, he/she must inform the SPMD/RfB thereof without 
delay. If the E-mail address provided by the Participant ceases to exist, the Participant must 
inform the SPMD/RfB without delay. The Participant may revoke his/her consent to invoices 
being sent via E-mail at any time.  Invoices may not be posted on web portals. 

 

Performance of ring trials 

In the case of agreement type A as well as agreement type B, the Participant receives all ring 
trials he/she has chosen within the scope of the registration for the relevant ring trial period 
announced for the entire term of contract. 

The SPMD/RfB will send the participant a programme booklet with the relevant deadlines and 
dates as well as more detailed information on the ring trials the Participant has chosen.  

The Participant shall investigate the material provided and submit the results and the infor-
mation required for the evaluation online.   

The	SPMD/RfB is entitled to assign individual portions of its range of services (e.g. packaging 
or data transmission) to subcontractors. The SPMD assumes liability towards the Participant 
in accordance with these terms and conditions for any fault of the subcontractor. The same 
applies to fault on the part of the RfB. 
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Evaluation of the ring trials 

 The SPMD/RfB evaluates the test results obtained by the Participant durng the ring trial, pro-
vided these results are submitted to the SPMD/RfB in due time according to schedule. The 
Participant is not entitled to evaluation for investigation results which the SPMD/RfB has re-
ceived behind schedule. 

The entry of the investigation results by the Participant takes place exclusively online. The 
evaluation by the SPMD/RfB is based on evaluation criteria established by the ring trial or-
ganisation. The criteria specified in the relevant tables in the Guideline of the German Medical 
Association on Quality Assurance in Medical Laboratory Examinations (RiliBÄK) in the cur-
rently valid version are applied. 

The Participant receives a confirmation of participation in the ring trial for all measured val-
ues/investigations submitted. In addition, the Participant receives a certificate listing all meas-
ured values whose measurement/investigation results correspond to the target values. The 
date of issue corresponds to the submission deadline of the ring trial in question. When apply-
ing the RiliBÄK, the period of validity of the certificates is also governed by the RiliBÄK, and is 
valid from the date of issue. The Participant is free to use his/her evaluations and reports 
within the scope of the intended use. 

 

Disruptions in performance/failure 

The SPMD/RfB reserves the right not to carry out or to postpone announced ring trials for 
good cause. It shall notify the Participant concerned of this with reasonable advance notice. 
Good cause in this sense is deemed to be at hand if the number of registered participants is 
too low for new ring trials or if no suitable ring trial samples/materials are verifiably available 
in sufficient quantities or if a trial cannot be carried out due to force majeure. 

When deciding on the cancellation or postponement of a ring trial for German participants, the 
SPMD/RfB will always take into account that regular participation in a ring trial is obligatory for 
German participants at specific intervals according to the currently valid version of the Guide-
line of the German Medical Association for Quality Assurance of Laboratory Medical Exami-
nations. To the extent possible, the SPMD/RfB shall ensure that participants are able to fulfil 
their respective obligations. In the case of participants from other countries, this shall apply 
accordingly if and to the extent that a comparable obligation applies to them. 
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Withdrawal, termination 

The Participant is free to withdraw from participation in a ring trial by the registration deadline 
specified in the respective schedule. Termination after the registration deadline is not possi-
ble. 

If a participant has registered for participation in multiple ring trials, it is possible to withdraw 
from participation in all ring trials or only individual ones.  

Subscribers with agreement type A may cancel the subscription at any time. After the time of 
termination, only ring trials for which the registration period had already expired at that time 
will continue to be delivered. It is also possible to suspend the subscription for an agreed pe-
riod for one or all ring trials registered until the respective registration deadline. 

Regardless of the type of agreement, withdrawal and termination must be made online via the 
participant account or by E-mail with reference to the participant registration number. There 
are no special formal requirements. 
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Guarantee 

The SPMD’s warranty obligation shall be limited, at its discretion, to the rectification of a de-
fect or, if a guaranteed attribute is lacking, to the creation of this attribute within a reasonable 
period of time. If the rectification of defects or the creation of the attribute fails, the Participant 
is entitled to demand a reduction of the remuneration or the rescission of the agreement, at 
his/her discretion. In the case of faulty ring trial or reference materials, the SPMD assumes no 
liability for any work performed by the Participant. 

Drawbacks resulting in individual cases from shipping by post, in particular the loss of sam-
ples being shipped, shall be compensated for by the Foundation to the extent possible , with-
out acknowledgement of any claims, by sending replacement samples. However, the contrac-
tual obligation shall be deemed to have been fulfilled as soon as the first shipment has been 
made. The compensation risk and the transport risk shall pass to the Participant at the mo-
ment when the sample material has demonstrably left the area of the SPMD/RfB – regardless 
of by what means.  

If the sample material is sent outside of the country, the SPMD/RfB only guarantees the integ-
rity of the sample material in terms of a defined attribute until the border is initially crossed. 

Upon receiving the sample material, the Participant is obliged to check it for obvious defects 
and to inform the SPMD/RfB immediately if any are detected. 

The Participant shall check the recorded data and measured values to make sure that they 
have been transferred correctly. In the event of a justified complaint, there is a right to correc-
tion of the evaluation	within	3	months	after	the	confirmation	of	participation	or	the	certificate	
has	been	issued. 

The SPMD shall only be liable for damages of any kind – if the other requirements for claims 
are met – in the event of intent and gross negligence and in the event of a breach of cardinal 
contractual obligations by the SPMD, legal representatives or vicarious agents and in the ab-
sence of guaranteed attributes. Otherwise, liability for damages of any kind, regardless of the 
basis of the claim, including liability for fault in the conclusion of the agreement, is excluded. 

Any of the above-mentioned limitations of liability shall not apply to liability for guaranteed 
attributes, for injury to life, body or health or under the Product Liability Act by the SPMD, a 
legal representative or vicarious agent. 

 



	

	

	 	 	 	 	

	

	 	
8	

Confidentiality/data protection 

Individual ring trial data are to be kept confidential.  

The provisions of the GDPR shall be complied with and the data relating to the performance 
of the agreement shall only be processed and stored within the scope of the applicable statu-
tory provisions. A detailed privacy policy can be found in the programme booklet and on the 
SPMD/RfB website. 

 

Applicable law, legal venue  

The agreement concluded between the participant and the SPMD is governed by the law of 
the Federal Republic of Germany, subject to mandatory international provisions under private 
law on the basis of an arrangement between the parties involved.  

To the extent permissible, the courts in Bonn shall have exclusive jurisdiction over any dis-
putes arising from or in connection with the contractual relationship in question. The place of 
performance for all obligations arising from this agreement is Bonn, Germany. 


