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Dear Mr. Savic, 
  
After several consultations with the notified body in the Netherlands, I can inform you as 
follows. The notified body in the Netherlands has informed me that it does not consider the 
marker test to be an in vitro diagnostic medical device. Unfortunately, the notified body is not 
willing to render a written opinion about this issue.  
  
Together with the notified body, I have discussed that the marker test must meet the definition 
of an in vitro diagnostic medical device as well as that of a medical device.  
  
In vitro diagnostic medical device 
As you know, an in vitro diagnostic medical device is a medical device which is a reagent, 
reagent product, calibrator, control material, kit, instrument, apparatus, equipment, or system, 
whether used alone or in combination, intended by the manufacturer to be used in vitro for the 
examination of specimens, including blood and tissue donations, derived from the human 
body, solely or principally for the purpose of providing information:  
  
– concerning a physiological or pathological state, or 
  
– concerning a congenital abnormality, or 
  
– to determine the safety and compatibility with potential recipients, or 
  
– to monitor therapeutic measures. 
  
  
The following shall also be regarded as in vitro diagnostic medical devices:  
  
– specimen receptacles; 
  
– products for laboratory use that, in view of their characteristics, are specifically intended by 
their manufacturer to be used for in vitro diagnostic examination. 
  
In vitro diagnostic medical device a medical device 
From the definition of an in vitro diagnostic medical device it follows that in order to fall 
within the definition of an in vitro diagnostic medical device, the product must also meet the 
definition of a medical device. A medical device means any instrument, apparatus, appliance, 
material or other article, whether used alone or in combination, including the software 
necessary for its proper application intended by the manufacturer to be used for human beings 
for the purpose of: 
  
–  diagnosis, prevention, monitoring, treatment or alleviation of disease, 
  
–  diagnosis, monitoring, treatment, alleviation of or compensation for an injury or 
handicap, 
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–  investigation, replacement or modification of the anatomy or of a physiological 
process, 
  
–  control of conception, 
  
and which does not achieve its principal intended action in or on the human body by 
pharmacological, immunological or metabolic means, but which may be assisted in its 
function by such means. 
  
Marker test 
Based on the information you have provided to us, together with the notified body I have 
reached the conclusion that taking into account the purpose for which the marker test is used – 
merely matching a urine sample to the person tested – Ruma does not have to notify the 
notified body in the Netherlands. Ruma must of course refrain from offering the marker test 
for the purposes described in the definitions of an in vitro medical device and a medical 
device. 
  
Should you have any further questions or comments, please do not hesitate to contact me. 
  
Kind regards, 
  
Ricardo  
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Van Doorne N.V. is gevestigd te Amsterdam en ingeschreven in het 
handelsregister onder nummer 34199342. Van Doorne N.V. is de enige 
opdrachtnemer van alle werkzaamheden. Op deze werkzaamheden en alle 
rechtsverhoudingen met derden zijn van toepassing de Algemene Voorwaarden 
van Van Doorne N.V. en haar dochtermaatschappijen, waarin een beperking van 
aansprakelijkheid is opgenomen. Deze Voorwaarden, die zijn gedeponeerd ter 
griffie van de rechtbank te Amsterdam, kunnen worden geraadpleegd op 
www.van-doorne.com en worden op verzoek toegezonden. 
 
Van Doorne N.V. has its registered offices in Amsterdam and is registered 
with the Commercial Register under number 34199342. Van Doorne N.V. is the 
exclusive contracting party in respect of all commissioned work. This work 
and all legal relations with third parties shall be governed by the General 
Terms of Van Doorne N.V. and its subsidiaries which include a limitation of 
liability. These Terms, which have been filed with the District Court at 
Amsterdam, may be consulted at www.van-doorne.com and will be forwarded upon 
request.  
 


