M- Ml I 1HU 49 WV FRA 4 ¥Jd40 1TV wddd AsFl s BRIV ) M e

Toble 1. Resutls lHustrated are from mﬁsmmwomdmheﬂw improved 2365 Mernbrons.
‘Vailues Indicaled were Obldined by Averaging Results Across all Probes
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Concentration slms.ummrﬁmns EVEL Conges oy fioy
tested FORMUM . £ 5‘\ l:- &)
Substonce: - (mgld)  WEIGHT ma/d mmap T Sw b Lo
. Sodium Niftife 1000 £9.00 : 78.7453 114124 < i 2 AP
v Ascormic Acld 50 17642 10046160 570816 o'e T
Uric Acid 5 168.11 1666844 99152
isopropancl 1000 4010 09553241 16564599
" lsopropancd 100 60.10 1504.4502 250.3245
Hydrogen Peroxide 30 3402 0.1548 - 0.0455
Hycrogen Peroxide 3 3402 0.1658 00470
Acetyisalicylic Ackd 00 18036 607.7599 33.7345
D-Pennicillomine 1000 149.21 18586.3079 1245.6476
Saficylarmide 100 137.}4 625750 - 45629
Formoidehyde 2000 3003 .7247 197.0445
Ethylene Glycol 1000 6207 192461224 3100.5514
Ethano 2000 4507 81589874 1770.9979
Methano! 1000 3204 9690182 -302.4401
Potassium lodlide 1000 . 16601 A410.2290 265.6604
Acetaminophen (100) Y0 15117 663.4902 | 43,2288
Adetaminophen (26) 25 . 1517 564.0911 37.3415
2,3 Dimercaptopropar. 20 12422 42.8275 3.4477
. Guaiacol 20 12434 12.6260 1.0090
2-Thiourocit 20 12816 153.6963 11.9935
Thiourea 20 7632 139t 0.1827
Isoniazic 50 137.14 80,0057 5.8339
P-Aminosalicyiic Acid 100 15314 32.6687 21333
Hydroquinone 20 noen 3.6762 0.3338
/ Pyridoxine HCI 200 20564 o TEOL2I9Y . -291.3450
Sodium Tetraborate 2000 381.37 6B529.7840 1 -1796.9369
Sodium Oxalote 2000 13400 68621.9136 51210383
Potassium Cyanide 200 65.12 -1649.5553 2533101
Soclium Azide 500 65.01 826.9253 127.1997
Sodium Flouride 1000 4199 53679.7840  -12783.9447
Berzatkonlum Chioricke 200 39611 - 5720 10.4951
Cetyipyidinium Chiorik 500 340.00 -1447.2222 -42.5654
Thyenol : 5 16022 54,9448 3.6576 -
Methyl Paraben 200 15215 690.5403 45,3855
Sallcylic Acid 200 160.11 6390.8708 -399.1550
Hydrazine Sulfate 20 - 13002, 28.0095 21526
Hydroxylarmine HC 20 .49 0.2564 0.0360
o-Toluldine .20 107.16 8.3087 0.7754
Phenol 20 94N 4.7833 0.5083
Sodium Sutfide 20 240,18 o.an 001N
2jodoacetamide 1000 184.97 56741858 306.7625
lodoacefic Acid - 1000 207:90 80739.600 2440.5776
Potassium Thiocyanotc. 1000 97.18 '339.7745 349634
o-Tofidine Olhydrochlo 100 286:22 27775063 $7.3826
p-Phenyienediamine t 20 181.07 13.6953 0.7564
_ 2-Mercaptosthanol 20 7813 0.7990 - 0.Y023
Metophosphotic Acid 1000 EDIV/OI



l}:_‘?.'/U:i/UB 1HU 30 U¥ Tad 1 W9d fvi dIiv Aad, AN,

3

»

Hodifs

RESULTS

Table 1 ill....&tes the tabulated resulis obtained in this study

w—w

on 23265 / Lamitec membranes. The values shown are the concentra-

tions of the test substance required to give a glucose inter fer—

ence of S mg/tLl.The values showd werg obtained by averaging the
results on all instruments whether or not they contained cell
lysing agent in their respective buffers.Table 2 depicts the
results obtained in this study on 2365 / Lamitec membranes and
glives the average results cbtained and the bias between the
averages for instruments with and without 1515 cell lysing

“agent. In this table values shown ara mg/db concentrations of the

teet substance resulting in a 5 mosdl errov in the glucose read—
ing.Table 3 shows the resulis pbtained in this study when 2365AM
membhyanes are coempared divectly o 2863/ Lamitec membr anes on
selected inter fering substanies. For Comparison purposes,

Table 4 is a list of interferences and their effects on the 2385
aM mambrane ( without lamitec) as determined in the =300 STAT 310
¢ C4KE9148970) submitted to FDA in mid 1983

In thess Tahles , the severity of the interference is inversely
related to the value indicated . That is the smaller the number
indicated (whether positive or negative? for a particular sub-
stance the greater the interferance sheerved. A positive number
indicatees o positive interference glucose readings are elavat~
gd. A rnegative number indicates a negative inter ference § glucose
readings are depressed.

CONCLUSTONS

After examining the results in Table 2, some general coanclusions
can be drawn arcund the sffects of 151% cell lysing agent on the
inter ference vejecting sapability of the 236%/ Lamitec
membrane.First, there are some random variations in the observed
bias of the averape results cbtained with and without 13515
present. The bias can be large in Some cases and either posli.yva
or negative but tend= to be smaller and less significant on the
more severe inter ferences.Alsc, thie bias is no worase than the
differences ohserved, in the average response to any given
intar ference, across probes without 1515 present (see the average
results illustrated in Table #Y. Therwpfore,there does net” appear
to be any significant diftarence between values obtained with and
wikthout 1915 cell lysing agent present. '

1f the results in Table 1 are compared o those in Table 4 1t cam
e seen that in general the inter ference rejection capability of
the improved 2365 membrane are much improved over thoze of the
~aesAM pembrane . This Conclusion is also supperted by the re—
sults obtainad in this study and depicted in Table 2.
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