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Post-market performance follow-up (PMPF)
(The In Vitro Diagnostic Medical Device Regulation (EU) 2017/746 

(IVDR) and Postmarket Surveillance Under Section 522 of the Federal 
Food, Drug, and Cosmetic Act )

PMPF is used to monitor the performance evaluation of IVDs after 
market approval. The aim is guarding safety, performance and scientific 

validity, to detect any emerging risks and identify systematic errors.
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ViraQ and SeraQ Controls are IVD test system specific and ensure sufficient analytical sensitivity 



Assay specific design of run controls

• Inactivated source material  
• using validated methods in plasma industry 

• Calibrated standard 
• Traceable to SI units (copies/mL in bDNA assay and verified in limiting dilutions)

• Traceable to first WHO standards (IU/mL)

• Optimal concentration
• SeraQ 2.2-3.5 x cutoff

• ViraQ Check 4-5 (3-10) x 95% LOD

• ViraQ Trend  1-2 x 95% LOD 

• Product lifetime
• Sufficient source material for >10 years

• Product stability 
• Open shelf life (ViraQ 8 hours, SeraQ 1 week)

• Storage conditions (ViraQ 2 year -30ºC, SeraQ 5 year -20ºC)

• Transport conditions (dry ice -79ºC)



P0063 ViraQ Check HCV 
genotype 3a inactivated 

standard dilution
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Primary S0009 HCV-RNA 
genotype 1 standard 

calibrated in copies/mL and 
IU/mL

S0109 HCV-RNA genotype 3a 
inactivated standard, internal 

secondary standard

First WHO collaborative study

calibrated value in IU/mLAssigned value in IU/mL

Dilution (5 steps)

Limiting dilution testing in different NAT 
methods to verify copies/mL

1st WHO I.S. (96/790)
for HCV-RNA (exhausted)

SI units
Calibration of S0109 HCV standard used in ViraQ Controls

WHO collaborative studies

6th WHO I.S. for HCV-RNA 
(18/184) external primary 

standard expressed in IU/ml 

Multiple 
bDNA 

5 NAT quantitative methods
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S0109 HCV-RNA genotype 3a inactivated 

standard; 3,63,107 copies/mL

P0305

Neg human 

plasma pool

R4003-xxx

Plasma unit

P0063 1: 48,48 dilution of S1088, 

75 copies/mL 

S1501 HCV-RNA genotype 3a inactivated 

standard; 1:10 of S0109

S1088 HCV-RNA genotype 3a inactivated 

standard; 1:10 of S1241

S1241 HCV-RNA genotype 3a inactivated 

standard;  1:10  of S1239

Reference 

batch
batches

Manufacturing trail of P0063 ViraQ HCV Check 125

S1239 HCV-RNA genotype 3a inactivated 

standard; 1:10 of S1501
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Distribution S/CO ratios of Ultrio Elite on 
P0063 ViraQ HCV Check 125

S/CO

in blue normal distribution

(n=1917)



ViraQ Check vs Trend Controls in Procleix tests

Requirement Check control Trend control

Reactivity 99.9-100% 95-99%

Recognition of decrease in 

analytical sensitivity

No; unless >2-fold decrease Yes; S/CO will decrease 

immediately

Difference between mean and 

median

Limited Sensitivity parameter

95 and 99 % predictive limits Stable Volatile

CLIA regulations Fulfilled Not fulfilled

Useful for test run release Yes No

Comparison of test reagent lots 

and run control batches

No Yes

Conclusion: Use Check Controls in every test run and Trend Controls at certain intervals 



Ct values of Roche Cobas MPX on 
HBV genotype A (inact.) standard dilution panel
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(n=1490)

cobas MPX HBV-DNA Ct value distribution

Ct value

in blue normal distribution



Consistency of P0273 ViraQ Check 75 in cobas MPX  

Reagent  

lot

Average HIV-1 RNA Ct (Stdev/n) on ViraQ batches

B4264-003 B4264-004 B4264-005 B4264-006 B4264-007

E08514 33,98 (0,30/50)

E16887 34,11 (0,36/93)

E24868 34,10 (0,30/50)

E29921 34,05 (0,32/81)

E31293 34,04 (0,37/20)

E31294 34,24 (0,40/75)

E31351 33,95 (0,33/56)

F23147 34,17 (0,36/90) 34,05 (0,46/7)

G15705 34,46 (0,34/91) 34,35 (0,32/86) 34,39 (0,39/39)

G30218 34,36 (0,46/55) 34,24 (0.29/71)

H09363 34,36 (0,37/45) 34,37 (0,33/48) 34,11 (0,29/26) 34,12 (0,40/55)

H14558 34,14 (0,36/131) 34,10 (0,38/12)

H28856 34,15 (0,28/5)

H29158 34,24 (0,32/57)

H33238 34,07 (0,16/3) 34,21 (0,31/19)



Abbott Alinity HBsAg S/CO values on standard dilutions
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in blue log normal distribution
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HBsAg stability in P0386 SeraQ Alinity V4 run control at 2-8ºC
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Batch B4355-003

with S0072 anti-HBc standard

Matrix 2 mIU/mL anti-HBs

days

80% (78% - 81%) recovery at 1 week 95% (94% - 96%) recovery at 1 week

Batch B4355-007

with S0219 anti-HBc standard

Matrix <0.01 mIU/mL anti-HBs



Scope DataQ Analytics 

We strive to provide all QC for microbiological testing in blood banks

• SeraQ Controls - ready 

• ViraQ Controls - ready in Q2 2023

• EQAS panels 

• Standard dilution panels

• Multiple genotype panels



DataQ Analytics is integrated in ERP system

Standard version includes:

- Finance

- Purchasing

- Full warehouse management (including batch registration)

- Manufacturing

- Sales

- Customer Relation Management

- Human Resources

 Add on:

- QA registrations (document control and CAPA)

- DataQ Analytics                    Web application



Core of the DataQ relational database

customer equipment; robot-ID; applied tests by customer

run result sample; product sample-ID and test result on product sample

run result; test run specific parameters like product, robot, applied test, reagent lots

Ledger entries product stock mutations; sold products to each customer; product-ID, batch-ID and exp. date

test reagent lots and expiry date

definitions applied test; multi-marker product creates multiple records

product-ID, sample, standard, standard dilution

In italic = in standard package, other tables are defined for DataQ

in red tables used for reporting



DataQ for run controls
post market performance follow-up 

Limited effort for maximised output 

• Collection of analytical sensitivity, robustness and specificity results

• Assay specific data entry screens 

• Assay specific statistical reports



To DataQ Analytics on BioQControl.com



Login to DataQ Analytics



DataQ Analytics – Start Page – Lab Profile



Select purchased SeraQ product and marker  



SeraQ result entry 

(Alinity  HBsAg assay)

Alinity S instruments



SeraQ result entry  

(lotnumber selection Alinity HBsAg assay)



Select purchased ViraQ product  



ViraQ result entry 

(cobas MPX assay)

cobas 8800 instruments



DataQ result entry per day (cobas MPX)



ViraQ result entry per week (cobas MPX)



DataQ result entry  

(specificity and robustness parameters cobas MPX)



DataQ Analytics – Start Page – Lab Profile



SeraQ statistical report definition (Alinity HBsAg assay)

Reagent lot selection option



DataQ data flow for generating statistical report

Generating query

Copy query into MS-Excel 365 

Report in pdf format sent 

to user by e-mail

Internet 

report 

selection 

screen

Report created in MS-Excel 365 

using macro

websiteERP system



Statistical report
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