
 
Příloha č. 10 
 
Dear member EFLM, 
 
As chair of the committee Accreditation and Regulation of EFLM, I have already informed 
you about the need to react on national scale to EC  draft regulation on In Vitro Diagnostics 
which is now under discussion. National reactions should be sent to national health care 
departments and their representatives in European council preparatory bodies 
 
Using the Netherland reaction as composed by dr Marc Thelen, member of our EFLM  IVD 
Workgroup, I give some more details about relevant aspects. Apart from this an action has 
initiated from the EQAS providers linked to our societies about their lack of  status in the 
present draft. 
Remember in the reaction and proposed amended text it is important to highlight the relation 
with safety for patients and the relation with costs. 
 
 
We have problems with different aspects, which will be mentioned. We present our reason 
for worry and we propose some amendments. 
 

1. Risk classification:  
Purpose of the amendments is to made the chance of under estimating the risk 
smaller. Potentially the opinion of the IVD industry will be different, because a lower 
classification will lead to lower costs. Potentially as well both the IVD industry and the 
Notified Bodies lack professional knowledge concerning this aspect for every test 

1. We like the approach in this draft proposal: the risk is no longer based on the 
seriousness of the illness, but on seriousness of the risk that a wrong result 
leads to wrong treatment of the patient..  

2. We have problems with the method of classification. According the present 
text the industry proposes a classification but the notified body is not clearly 
asked to check this classification according the annex. Apart from this, how is 
it made sure the notified body has the expertise to do this?. There is no need 
to involve the professionals of the medical laboratory societies who have that 
expertise. 

3. By definition poct of glucose and blood gasses are in class C. This is right 
because not acting immediately on the result can cause harm to the patient. But this 
is true as well for many other poct tests, especially in hospitals,as for example 
coagulation tests during operations. Poct is performed to make it possible to react 
immediately on the result. Doing the test in the laboratory is less expensive and more 
accurate. Of course sometimes other logistic reasons are more important, for 
instance to perform the test in an outside clinic  but it is impossible to differentiate the 
same test for differences in using it. The reaction on poct tests is quite often 
immediate:  a wrong result should be prevented or at least made as small as 
possible. For that reason we propose to have all poct under class C.   In 
ISO/CEN22870 about accreditation of poct tests a link with a medical laboratory 
accredited according to ISO/CEN15189 is indicated. 

 
Suggested amendments, original text in italics: 

 

Annex 7, Classification criteria 
implementation rules,  
1.7. “The manufacturer shall take into consideration all the rules in order to establish 



the proper classification for the device.” 
add 1.10: The notified body shall explicitly check whether the classification by the IVD 
provider is in concordance with the rules. When necessary the NB changes the 
classification.  

Annex 7, Classification criteria 
2.3 rule 3.h 
“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;” 

Essential is that tests on all biological compounds are now class C when an 
erroneous result could result in dangerous action. That is great, but who will decide 
for which analytes this is the case? Not the IVD provider, but the Notified body should 
decide this. In order to come to a right judgment the NBs should be obliged to consult 
an expert in this field. Experts are available by means of any national scientific society 
of the laboratory specialists of the particular field in any of the union states. This is 
amended under annex 6, requirements to Notified bodies. See there 

 
2.4 rule 4b 
(b) Devices intended for blood gases and blood glucose determinations for near 
patient 
testing are class C. Other devices that are intended for near-patient 
testing shall be classified in their own right. 
Change to All devices for near patient testing are class C.  
Motivation: classification in their own right is not enough since intention of the near 
patient application is undelayed application of the result which may lead to extra 
adverse effects in case of an erroneous result. It is the absence of delay which adds 
the risk, since there is little or no time to check the probability of the result before 
action is based on the result. Due to extra costs and lower analytical quality when 
compared to central lab tests, near patient testing is implicitly limited to situations 
where there is the advantage of the immediate availability of the result for further 
action, implying that in all situations there is not enough opportunity for plausibility 
checks of the result. Therefore all near patient testing should be classified as class C. 
For instance: in operation rooms near patient testing of coagulation leads to 
immediate action of the operating physicians which may be dangerous when the 
result appears to be wrong afterwards. 

2. Professional knowledge within Notified Bodies 
In the proposal some demands are already formulated concerning juridical and 
medical knowledge  We propose a more strict formulation. A role  in medical 
knowledge should be played by medical laboratory professional societies. They know 
the experts in a specified field. On a European scale they are organized as well , for 
instance in the EFLM the European Federation of Laboratory Medicine. It is 
impossible for the Notified Bodies to have enough medical expertise on all fields 
compared to those especially trained as laboratory medical specialist  with the 
obligation to update their knowledge to stay registered as such.  
Purpose: Prevent risk of over-estimating product performance and underestimating 
the risk classification by making professional knowledge  on the intended product or 
assay obligatory 

1. in risk classification  
2. in product claim: intended use 

suggested amendments 

annex 6 Requirements to be met by the Notified Bodies 



3.2.4. states: -“ identify when specialist input is required for the assessment of the 
clinical evaluation conducted by the manufacturer and identify appropriately qualified 
experts” 
 
our opinion: Experts should be consulted for more than clinical evaluation alone, and 
this should not be optional. Who is the judge of “when required” The risk of self-
overestimation  is also applicable to NBs. The only expert on IVDs is the laboratory 
medicine specialist of the particular field, who can be addressed at the European or 
national level at the scientific society of the particular field 
proposal: change to: The notified bodies shall consult any European or any member 
state scientific society of the particular laboratory field when judging the IVD providers 
classification proposal or clinical data that underlie the intended use and/or medical 
sensitivity and/or specificity. The European Federation of Laboratory Medicine may 
be addressed as portal for all fields of laboratory medicine. Especially for 
classification and evaluation of tests for analytes that have not been classified before, 
consultation of practical experts is essential 
 

3 Traceability: 
Purpose: less expenses in work and in reagent costs needed to maintain the constant 
quality of results within laboratories by providing them already existing information by the 
manufacturers. According to ISO/CEN15189 laboratories have to show traceability of 
their results to international standards, where possible. In France accreditation according 
to this standard becomes obligatory. Also without accreditation it  is important for patients  
and doctors to get the same results in different Laboratories. Thus all laboratories are 
obliged to maintain their precision, accuracy and traceability. Availability of information 
from the manufacturers makes this much easier without endangering their 
competiveness. From them we require: 

1. The  mathematical relation to standards from higher to the highest possible order shall 
be available to the laboratory professional 

       2. Lot to lot differences in accuracy must be made automatically available to the   
professional customer 

Annex I, Information in the instruction for use, 17.3.1 states: 
“XIX The metrological traceability of values assigned to calibrators and trueness-
control materials, including identification of applicable reference materials and/or 
reference measurement procedures of higher order;” 
 
In order to obey their ISO/CEN 15189 accreditation status laboratories need 
information lot specific information on the mathematical relation between the IVD 
product and the higher order method. 
 
Suggested amendments: 
Add 1: The mathematical relationship between values obtained with the IVD and 
those obtained in the higher order method shall be provided 
Add 2 : Acceptance criteria for between lot differences in value assignment shall be 
provided, as well as lot specific differences deviation from the master lot value 
assignment shall be provided for each lot in the package insert 
 

 
4.  Validation data shall be made available for the medical laboratory and not only 
for the Notified Body.  
Purpose: less expenses in work and reagent costs for the laboratory when implementing 
new tests. If the information related to the validation is made available for the laboratory 
they only need to verify that the assay in their laboratory performs as described instead of 
repeating all tests needed to show validity. The amount of work is substantially less, 



avoiding unnecessary costs. This will not interfere with the competitiveness of the ivd 
manufacturer. 
 

Annex 2 Technical documentation 
Describes the information that the IVD provider shall provide to the notified body.  
One of the aspects is part 6 product verification is 6.1 analytical performance. It is of 
economical benefit to all EU citizens that IVD providers also provide these analytical 
validation and verification data to the professional users. Laboratories working under 
CEN/ISO15189 accreditation are obliged to validate new methods and to verify 
methods validated by others, but in the latter case need access to the validation data 
by the others. When the IVD validation data are provided to the laboratories, 
laboratories can verify these methods less extensively, which will save on total 
healthcare costs. 
 
Suggested amendments  
Annex I general safety and performance requirement has part  III. REQUIREMENTS 
REGARDING INFORMATION SUPPLIED WITH THE DEVICE, article 17 states the 
requirements for label and instructions for use. 
Proposal: add article 18: information to be provided upon request of a laboratory with 
CEN/ISO15189 accreditation: all analytical and medical validation and verification 
data 

5. Intended use: limitation for use of self testing products  
Purpose: prevention of over estimating quality of results by lay persons. In the proposal it 
is already indicated to present information  about intended use. This can be screening to 
detect an abnormal result or monitoring to follow up the result of treatment. The quality of 
performance will quite often be different between different forms of intended use.  We 
propose to add for which purpose the test is not fit.  
 
In the present proposal the manufacturer has to claim that : the product is fit for 
discovering a high value” and will add if validated as such  “also for follow up  or 
monitoring of the high result of the test”. If a lay person reads the first sentence, he/she 
will expect it is also fit for follow up. It will be much clearer is in the information is stated: 
“the test is fit for discovering a high result, but not for follow up of these abnormal results” 
Unless of course if the product is validated for the quality intended for follow up. 

 
current text: 
‘III. REQUIREMENTS REGARDING INFORMATION SUPPLIED WITH THE DEVICE 
17.2.1.II 
The device’s intended purpose: 
– what is detected and/or measured; 
– its function (e.g. screening, monitoring, diagnosis or aid to diagnosis); 
– the specific disorder, condition or risk factor of interest that it is intended to detect, 
define or differentiate; 
– whether it is automated or not; 
– whether it is qualitative, semi-quantitative or quantitative; 
– the type of specimen(s) required; and 
– where applicable, the testing population.’ 

Proposal: 
Current text is good enough for professional user, but not for lay persons. For devices 
intended for self testing add: explicitly exclude intended functions that might seem 
applicable. E.g. if the test is intended for screening, but not for monitoring, then 
explicitly exclude monitoring 



6. In house tests 
Purpose: Innovation must be possible. These in house tests must be available not 
only for patients linked to the institute to which the laboratory belongs  but as well for 
patients which  samples are send to that laboratory for diagnostics. Only then, 
efficient use can be made of the expenses related to  setting up such a test. We 
agree completely that these tests need to be  validated as required when 
accreditation according to ISO15189 is made compulsory.  The ivd industry has 
another point of view: in house testing only for patients linked to that institute and only 
if no CE marked test is available. Especially in the field of molecular diagnostics and 
tests for rare diseases it will become a big problem. Tests will not be available 
anymore and innovation will be hampered.   
 
We agree to make it impossible to sell the protocols or reagents related to the 
homebrew tests. We agree that in those cases a CE marking is needed. We do not 
agree that these homebrew diagnostic possibility is only available for the patients in 
the institute where it was developed and not on patient samples send to that institute. 
We  agree with taking care about the validity of these tests by making 
accreditation according to ISO15189 compulsory as indicated in page 28, art 4, 
item 5 .  
 
IVD industry strives for limitation for the use of in house tests. However, development 
of tests or adaptation of CE marked IVD products by laboratories working under 
CEN/ISO 15189 accreditation is used under the responsibility of the laboratory 
professionals in the health care institutions and is subject to the national healthcare 
quality surveillance. Testing should also be allowed for patients in other institutions as 
long as performed under responsibility of the laboratory that has validated the test in 
its CEN/ISO15189 quality management system. Especially for new or rare tests it is 
essential that expertise centres are allowed to work for others, thus avoiding the use 
of non CE-IVDs in more places than necessary. Only when laboratories supply 
reagents, devices, or protocols for use outside of their own laboratories for use 
beyond the scope of their own responsibility, they become IVD provide, and only then 
these produces should become subject to the IVD regulation. Proposal: keep the 
current text in the proposal, 
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