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REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 
on in vitro diagnostic medical devices 
 
General position 
The EFLM agrees on the revision of the IVD regulation and compliments the council on the process by which it 
was achieved. We recognize part of the input that we have made in the pre-proces. Those aspects of our input 
that not have been adopted in the text yet, are scope of this paper and are addressed individually. For each point 
we indicate, whether it is for patient safety or for general health cost efficiency through laboratory efficiency. 
For all aspects in our comments we also have formulated explicit amendments. These amendements together 
with more detailed argumentation are an annex to this pamphlet. 
 
Risk classification in general 
Risk classification has been improved by focussing on the risk of adverse effects of incorrect results on medical 
intervention in stead of risk of the disease the test is developed for. IVD providers will tend to lower 
classification, but health care professionals want to rely on correct classification. Therefore the regulation should 
explicitly state that notified bodies should check the correct application of classification  rules. Reason: patient 
safety 
 
Risk classification of point of care tests 
The apparent reason to choose near patient testing over testing in the central laboratory, is the immediate 
availability of the result for patient management. The absence of delay between result and action based on the 
result, adds risk, since there is little or no time to check the plausibility of the result before 
action is based on the result. Therefore, not only glucose and blood gas analysis, but all 
types of near patient tests should be classified C (or higher when the analyte classifies 
higher). Reason: patient safety 
 
Notified Bodies 
Despite well formulated and strict regulations on the professional skills of the notified bodies, professionals in 
these bodies lack specialized training and state of the art practical knowledge in laboratory medicine. In at least 
two aspect of the regulations such specific knowledge is essential to fulfil the intentions of the regulation. The 
first aspect is the classification. In our the view the most essential rule is 2.3.rule 3h: “monitoring of levels of 
medicinal products, substances or biological 
components, when there is a risk that an erroneous result will lead to a patient 
management decision resulting in an imminent life-threatening situation for the 
patient or for the patient's offspring. This requires knowledge of the combination of test result 
and possible management decisions based on it. The second terrain where notified bodies 
lack specific knowledge is the judgment whether the claimed intend use is correct. IVD 
providers may tend to broaden the intended use. Since notified bodies may easily 
overestimate their own knowledge, we suggest that notified bodies are obliged to consult the 
European or national scientific laboratory societies on these topics. Reason patient safety 
 
Traceability of measurement 
The regulation demands IVD providers to describe traceability to higher order methods. As in the current 
regulations and in daily practice we miss two important aspects of the traceability description. First the 
mathematical relation between the IVD method and the highest order method should be given and made 
transparent to the customer. Secondly the lot-to-lot acceptance criteria that the IVD provider uses for batch 
acceptance should be state in the product sheet along with the batch specific position in the accepted variability. 
Laboratories need this information to guarantee stable result production to their customers. Since the 
ISO/EN15189 accredited laboratories are obliged to control robust result production to their customers, in the 
current situation laboratories determine lot specific value assignment themselves. When IVD providers are 
obliged to share this information with professional users, this will save time and health cares costs. Reason: cost 
reduction 
 
Information to  be supplied to professional customers 
ISO15189 accreditation demands laboratories to validate all assays. Validation can only be exchanged for less 
laboursome verification when external validation data can be judged in the light of the laboratory specific 



application. Therefore the content of the validation reports that IVD providers provide to the notified bodies 
should also be made available to professional users. Reason: cost saving in health care 
 
Intended use of self test 
Professional user are well cabable of judging the specific mentioned intended use of an IVD. Lay users however, 
may easily extrapolate the intended use to related aspects that are not mentioned as intended use, thus leading to 
product over-estimation. Therefore we suggest that for self testing the intended use should explicitly all 
functional aspects of the intended use that are not covered by the product. Reason: public safety 
  
In house tests 
We welcome that the new proposal reserves the use of the in house developed test with CE marking to 
EN/ISO15189 crepitated laboratories. It should stay possible for these laboratories to accept samples from other 
EN/ISO 15189 accredited laboratories for analysis service. In this way these laboratories can also find enough 
volume for these tests to become an centre of expertise. IVD industries tend to oppose to this possibility that is 
needed for a total health care covering diagnostic service. In our view only when laboratories provide the 
protocols and reagents of the in house tests they become IVD providers that should apply for DE marking. 
Reason: public safety, health care quality and costs. 
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