GLOBAL HPV LABMET
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4 $ $ 9 REACTIVITY FOR ANTIEODIES TO HPYV 16 AS DETEREMINED [N A
o ! NEUTRALIZATIHON AND IMMUNOASSAYS
A) < 4 L $< Reciprocal of end point
Sample dilution inneuiralization Range of titers for HPV 16
lesis
$ 16 ( 01 HPV 16 natural infection 100 100-640
41 < 08 HFV 16 natural infection 40 <2160
! 09 Natural HPV 6+ 11+16+ 18 30 <2080
6 2! % 4 L < 03! Pool HPV 6+ 11+16+18 20 < 100—64)
13 HPV 18 natural infection’ <20 Negative
1! 16 HPV 6+ 11 natural infection’ =20 Negative
| 12 Negative <20 Negative
I & 04 Vaccine 1,600 1002560
| [ 5 Vaccine 400 A84-2 560
' : 07 Vaccine 5,445 402,560
10 Vaccine 10,240 1,600-10.240
3 14 Vaccine 87.040 5.381-40.960
7 * ’
1 anee o — HPV-16: POTENCY RELATIVE TO SAMPLE 01 WHICH WAS ASSIGNED A UNITAGE OF 1.0 UNITS
Sample Laboratory
1 z 3 4 5 4] 7 B 9 10"
08 HPW 16 natural infection 0.24 045 0.37 0.37 .54 .50 0.42 0,440y .68 0.74
o Mataral HPV 6+ 11+ 16+18 009 .54 .41 0.27 .36 0.29 .16 010 - .30
03 FPool HPV 6+11+ 16+ 18 007 1.10 0.20 0.2 029 0.26 .11 0.25 0.19 0.26
04 Vaccine 493 6. 70 4.04 513 445 521 6.71 0.495 B.24 3126
03 Vaccine 205 4.03 391 3.3 235 311 367 1.79 4.63 220
07 WVaccine 4.14 388 5.06 4.79 512 4.15 6.19 6.65 .24 2492
10 Vaccine 16.44 18,10  16.28 16.54 12,76 1020 2999 17.40 2423 3.03
14 Vaccine 2468 3385 7421 4007 26.14 5302 9151 2503 39.30 313
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Proficiency of detecting HPY types 6, 16, 18, 31, 33, 35, 45 and 52
HPW type dala sets
I&t 15" &b b 3ab ash 43t s2b
Proficiency resulis (%) 3 I 71 43 05 7 95 71
Rate of false-posinves® (%) 2] 26 M ] 0 0 ] 95
Rate af false-negatives? (%) 25 0 5 57 3 29 h] 16
Total number of data sets (0 24 23 21 21 21 21 21 21

* Detection of HPY ypes 16 or 18 at adilution of 10" genome equivalents per milliliter, no false positve results, and no detection out of logical order.

b Detection of HPY types 6 31, 33, 35, 45 and 52 at a dilution of 107 genome equivalents per milliliter and no false-positive results,

¢ Detenmination of false-positive percentage is caleulated by dividing the number of data sei= with false positives by total number of data sels.

9 False negatives are data sets with negativity at 107 genome equivalents per milliliter.
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