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Section VI. Safety sand Efficacy Summary

Pedformance of the ProTime™ Microcoaguintion System was measured by the correlution of
the resuits of the home test o the repujis obtained in the clinic by the healtheare worker using
the ProTime™ Svsiem. Forty-five patients were selected from four anticoagulation clinics
based on the judgment of the heulth care professions! with regard 1o the patient’s suitability for
hon!c' testing und his/her ubility to perform the teg: procedure. Putients who agreed (o
perucipate in the study received 3 30 to 60 minute training session at the clinic which included
explanution, demonstration and practice performing the test procedure. The paident was
required 1o demonstrate the ability to perform the assuy prior to enroliment in the srudy.

The performance of the ProTime ™ Microcoagulation System was assessed using:
« Correlation of patient ProTime™ test io heajtheare professional PraTime™ teat
* Correlation of the ProTime™ results 1o the hospiw) lab and reference lah
* Comparison of mean difTerences smong PT methods .
* among methods of appropriute therapeutic classification of patients receiving
oral anticoagulants.

Results of Hr::opuﬁmz self-test and the INR generated By the healthcore professional were h?hly
.92) and the mean difference was small (-0.03 INR ¢ 0.33). Significant an

-

equivalent correlations were demonstmied between the reference lub INR and hospital lab INR

for the laboratory results and the hame and clinic PraTime™ tests were not different.

Sccondary analyais examined the impact on accuracy of the ProTime™ test for subsets of the

data set: individual sites, children who tested thernselves, und time effects. The UCCUFBLY Wis
ined.

The dam was tested for agreement with the reference laboratory within the identified therapeutic
range und within specified boundaries. Home ProTlme™ resuits agreed with the reference
laboratory with respect to identification of paticnts in and out of therapeutic range. The .
accuracy of correctly classifying patients in, above, or below therapeutic wrget range using the
ProTime™ System was equivalent 1o that when employing the hospital laboratory INR.

Putients experienced some testing faults whije using the ProTime™ System at home, but
succassully repeated the test 10 obtaln accurate resuits. An error message is generated in place
Of test results when the test fails to mest pre-set critenia [or the integral reagent controls.

Ins , the ProTime™ Microccsgulation Systen has been shown 10 be equivalent to the
laboratory PT test  Patients demonstrated the ability to learn the proper procedure to perform
the assay and were able to produce accurate results ot home. Coctelation studies and
:mdrnﬁve anelysis of the ProTime™ result and reference Jabomatory result indicute that the

ime™ S_Fst:m is safe and effective within the boundaries of curreat prothrombin time test
technology. Test results of patients taking oral anticoagulants could be rapidly communicated
1o the prescribing physician for eppropriste adjustmens to therapy. Patients rated ProTime™
System easy 10 use.
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