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Participant: Trial No:
Batches of JAK2 positive and negative Ilyophilised cell-lines samples were produced and
subsequently labelled as sample JAK2 118 and JAK2 119, respectively.
Samples were distributed to 160 participating laboratories; 154 (96.3%) of participants returned

results.

62 (40%) and 60 (39%) participants submitted quantitative data for samples JAK2 118 and JAK2

119, respectively. This data is represented graphically in frequency histograms below.

Your Rest;%

118 119
V617F detected Wild type allele detected V617F detected Wild type allele detected
Your result No Result No Result No result No Result
Overall result Y =154 Y =120 Y=2 Y = 126
N=0 N=25 N =152 N=2
ND =0 ND = 29 ND=0 ND = 26
Fail=0 Fail= 0 Fail= 0 Fail= 0

Key: Y=Yes, N=No, ND=Not Determined
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The programme to which this report relates.


The trial number, the first four digits represent the finical year, the last two digits represent the number of the trial within that year.

Your unique participant ID number, designed to guarantee confidentiality.

Trial results introduction, detailing the number of participants included in the trial, the return rate and the type of sample issued.

Trial results, the results submitted by the participant will appear on their individual report. Details of the collated data including any statistical analysis.
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Quantitative Results
V617F Quantitative Result for 118
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Frequency distribution histogram, graphically representing the data. The data be categorised to better visualise the data.
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Method Breakdown

Method Number of Participants
Qualitative Method:
Allele specific (AS )PCR 50
ARMS PCR 18
Real-time Quantitative (RQ) AS PCR 21
Real-time PCR 19
Melting curve analysis 10
Direct sequencing 2
RFLP 1
Pyrosequencing 3
Other 5
Ipsogen MutaQuant Kit (RQ AS PCR) 13
Ipsogen MutaSearch Kit (RQ AS PCR) 7
Ipsogen MutaScreen Kit (AS PCR) 5
Quantitative Method:
Allele specific (AS )PCR 3
ARMS PCR 1
Real-time Quantitative (RQ) AS PCR 12
Real-time PCR 11
Melting curve analysis 3
RFLP 1
Pyrosequencing 6
Other 4
Ipsogen MutaQuant Kit (RQ AS PCR) 22

Summary Sample 118

o All participants correctly detected the presence of the JAK2 V617F mutation.

e The median %JAK2 V617F was 22%. A large spread of quantitative data was submitted with
results ranging from 5% to 72.7%.

e When the quantitative data is analysed by methodology, the median for Ipsogen Mutaquant
Kit (n=23) was 27% with an interquartiie range of 9.01%. The median for pyrosequencing
(n=6) was 21.50% with an interquartile range of 2.50%. The median for real-time PCR (n=11)
was 13.35% with an interquartile range of 7.90%. The median for real-time quantitative allele
specific PCR (n=12) was 23.60% with an interquartile range of 4.90%.
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Summary of the methodologies used by participants, broken down by qualitative or quantitative.

Scientific conclusion of the trial data, highlighting interesting points and trends.
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Summary Sample 119

e Two participants detected a JAK2 V617F mutation; the remaining participants (n=152) did not
detect the mutation.

e The same two participants quantified the mutation as 0.16% and 0.006%. Care must be taken
when reporting low burden JAK2 V617F mutations. Clincial, biological and technical
considerations must be should be taken into account. (Bench et al 2012).

e Two participants quantified JAK2 V617F mutation burden at 1.3% and 2%, however they
submitted results of no mutation detected.

e To highlight the issues surrounding the reporting of low burden JAK2 V617F mutations we are
planning to ask clinical scenario questions with the next JAK2 trial issue.
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