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1. Criteria of the Health Authority for
accreditation of the laboratory for infectious
disease screening of tissue donors

1.1: List of different criteria for accreditation sent by survey respondents 

1.2: Criteria for accreditation by the Swedish Health Authority 

1.3:   Medical laboratories – Requirements for quality and competence,
Swedish Standards Institute (SSI) 
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1.1: List of different criteria for accreditation sent by survey respondents 

Below are the details given by different respondents to question 2b of part B of the questionnaire:  
“What are the criteria for the accreditation?”  

Compliance with ISO 15189:2012 Medical laboratories — Requirements for quality and 
competence. 

Compliance with relevant EU Directive and Human Tissue Authority (HTA) regulations (UK). 

Compliance with Directive 2006/17/EC of 8 February 2006 implementing Directive 2004/23/EC of 
the European Parliament and of the Council as regards certain technical requirements for the 
donation, procurement and testing of human tissues and cells and subsequent amendments. 

Compliance with Donation Spanish Law (Spain). 

Compliance with ČSN, Decree of the Ministry of Health 99/2012 Sb (Czech Republic). 

Compliance declared regarding Good TC Practices - Approval by ANSM (France). 

Test used should be proven suitable to use for tissue donor screening.  

Application and successful inspection by the local competent authority. 

Journal of laws 2001 No. 100, item 1083 Law of 27 July 2001 about laboratory diagnostics (Poland). 

Compliance with Law on the Marketing of Medicinal Products (German Medicinal Products Act-
AMG) § Section 20b Permission for tissue collection and laboratory testing (Germany). 
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1.2: Criteria for accreditation by the Swedish Health Authority 
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1.3: Medical laboratories – Requirements for quality and competence, Swedish Standards Institute 
(SSI) 
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2: Elements addressed in the laboratory SOP on 
sample suitability by the different screening 
laboratories  
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2: Elements addressed in the laboratory SOP on sample suitability by the different screening 
laboratories  

Below are the details given by different respondents to question 5a of Part B of the questionnaire. “Please 
describe in brief the elements addressed in the SOP (checking for the proper anticoagulant used for blood 
collection, haemodilution, etc.)” 

Proper anticoagulant, haemodilution and visual aspect.  

Post-mortem sample should be drawn within 24 hours after death; haemodilution has to be 
calculated using the suitability algorithm (haemodilution algorithm); use of serum blood tubes, 
including separation aid (e.g. gel) and/or EDTA. 

Age of sample, haemolysis, lipemic, storage and transport conditions, haemodilution, pre or post 
mortem, place and time of donation. 

Proper anticoagulant, blood volume. 

Type of blood tube, in date blood tube (not expired), labelling, haemodilution if relevant, evidence 
of haemolysis. 

Checking Interferences: anticoagulant does not interfere; Haemolysis < 1000mg/dl haemoglobin 
suitable; lipemia < 3000 mg/dl triglycerides suitable; bilirubin < 20 mg/dl suitable. 

EDTA tube for viral loads, chart for the evaluation of haemolysis, serum tube for serology. 

Correct anticoagulant, correct tube used, time since sample collection. 

Checking the correct sample (serum, plasma) has been submitted for the test. Checking the sample 
for haemolysis and storage temperature. Taking into consideration the time of sampling. 

Checking that the proper anticoagulant was used during blood collection, checking for 
haemodilution and volume of the sample. 

Describes in detail the procedures to be performed in reception and analysing the samples received, 
sending them abroad and communicating the results obtained. 

Post mortem: fresh samples required prior to death (not more than 5 days old). Post mortem: 
samples collected within 15hrs of death. Stored at 2-8 degrees C in EDTA. 

Haemodilution. 

https://www.aslimnica.lv/lv/saturs/nacionala-mikrobiologijas-references-laboratorija 

Sample should be collected no later than 24h after the death; serum or plasma (except sample 
collected on heparin or citrate); haemodilution should be lower than 50%; free haemoglobin should 
be lower than 36 g/l. 

Proper material, time since collection, haemodilution, storage, terms and temperature of transport, 
labelling … 

Time between collection and arrival at the lab, minimal volume; correct anticoagulant, proper cell-
plasma separation; acceptable cell: serum ratio & cell: plasma ratio; acceptable degree of 
haemolysis, acceptable degree of lipids, acceptable degree of transparency, acceptable degree of 
artefacts. 
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Icteric / lipemic / haemodiluted / haemolysed samples. 

Checking for coding, volume, quality: serum/plasma, haemolysis, lipemia, clots, documentation. 

Serum : checking the date of sampling, checking for the proper tube, the quantity of blood 
depending on what is requested, storage at refrigerated temperature before analysing and storage 
at -20°c in special tissue donors' biobanking. Plasma : checking the date of sampling, the appropriate 
temperature (-18°C), checking for the proper tube with the proper anticoagulant: EDTA, checking 
the quantity of plasma needed for HIV,HBV and HVC, storage at -20°C before analysing and storage 
at -80°C in special tissue donors' biobanking. 

Dry tube for serology, EDTA for NAT haemodilution, table of Agence de la Biomédecine for the 
sampler Delay between sampling and screening. 

Anticoagulant, haemodilution, haemolysis, coagulation. 

Checking proper anticoagulant by material identification, number of samples, automated. 

checking for haemolytic, icteric and lipemic properties. 

Visual inspection of correct test tube, quantity, proper anticoagulant, haemodilution and clots. 

Agence Nationale de Sécurité du Médicaments and Agence de la Biomédecine guidelines: “Le point 
sur la maitrise de la phase pré-analytique des échantillons destinés à la qualification 
microbiologiques des donneurs” section. 

Checking the identification of the tube compared to the demand, checking the sampling date of the 
sample (Serum/Plasma, Pre/Post-mortem, Centrifuged or not, frozen or not) compared the 
authorised delay in the IFU. 

Collection of material for testing in accordance with SOP 101: Colour of the test tube (cork): 
1. Red-Haematology: morphology, morphology with a smear Glycated haemoglobin, ACTH;
2. Violet-Haematology: OB;
3. Green-Coagulology: pT, APTT, fibrinogen, D-dimers etc.;
4. White-Biochemistry, Immunology: hormones, tumour markers, antibodies viruses etc.
Amount of material specifies the negative pressure in the test tube-syringe. The patient's details and
the name of the department should be written on the original tube label.

Checking for proper sample transport, haemodilution, lipemia, coagulation. 

Checking haemolysis and coagulation 

Checking anticoagulant, haemolysis and haemodilution 
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3: Screening algorithms used by the different testing 
laboratories for tissue donor samples collected post-
mortem 

3.1: Summary of responses given by different screening laboratories 

3.2: Biological validation algorithms for communicable disease tests, 
Établissement français du sang (EFS), France  

3.3: Tissue samples screening algorithm, Malta  

3.4: Serology screening for tissue and stem cell donors, United Kingdom  
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3.1: Summary of responses given by different screening laboratories  

Below are some of the responses given by the screening laboratories to question 13 of part B of the 
questionnaire: “What is the screening algorithm for tissue donor samples collected post-mortem?” 

The detailed algorithms that were sent by some respondents are found in the following pages. 

If serology is positive for any markers, the donor is not acceptable and the tissue is rejected.  

All donors are screened for antibodies to HIV-1/2, anti-HCV, HBsAg, Treponema-antibodies and anti-
HBc. If the donor was on immunosuppressive treatment, the samples will also be screened with the 
NAT-assay. 

If HBcAb positive, HBsAb are added. 

If HIV, HCV, HBsAg, HBcAb near cut-off, second assay is performed. 

Inconclusive results are re-tested in national reference laboratory. 

HBsAg reactive:  anti-HBc, anti-HBc IgM, HBeAg, Anti-HBe, HDV Ab  
Anti-HBc reactive: Anti-HBs, HBsAg  
Anti-HCV reactive: HCV NAT, LIA HCV  
HIV Ag&Ab reactive: HIV NAT, LIA HIV  
Syphilis-Ab reactive : LIASION Treponema Screen DiaSorin, RecomWell Treponema IgM    Mikrogen, 
SERODIA-TP.PA FUJIREBIO INC., VDRL BUFFERED SALINE DILUENT VDRL ANTIGEN   
HTLV Ab reactive:  Sample sent to Örebro Universitetssjukhus for WB HTLV" 

Reactive screening results are additionally confirmed by NAT.  
Reactive NAT results are rejected. 
Non-reactive accepted under detailed examination. 
Initial reactive samples are repeated in duplicate after additional high speed centrifugation and 
confirmed if >= 1 out of 2 replicates are reactive. 
1. Screening
2. If borderline reactive: double retesting, / If  reactive: stop

Antibodies and antigen screening followed by NAT screening. 

HIV Ag/ab, HBsAg, Anti HBc, Anti HcV, Syphilis TP, HBV DNA. 

Routine serological and molecular-genetic infectious disease screening for the parameters HBV, 
HCV, HIV and Treponema pallidum. 

A) HIV 1+2 Ab/Ag    HCV Ab    HBsAg  anti-HBc  T.pallidum Ab.

B) HIV-1 RNA   HCV RNA    HBV DNA".

For NAT, If screening is positive, we perform the discriminatory test (HIV, HCV and HBV). 

HIV 1+2 Ab/Ag, HCV Ab, HBsAg, anti-HBc (additional tests: HBV-NAT, anti-HBs), T. pallidum Ab. 

HIV-1+2 Ab/Ag, HCV Ab, HBsAg, anti-HBc and HCV RNA. 
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3.2: Biological validation algorithms for communicable disease tests, Établissement français du sang 
(EFS), France  
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3.3: Tissue samples screening algorithm, Malta  
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3.4: Serology screening for tissue and stem cell donors, United Kingdom  




