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' DiS'crepancy of identity of clos’ure patch in dacumentatieh- ‘

Q: Is it MED 2245, as appears i sernﬂf he materlals and :
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There were fatigue tests conducted in 1996 of 3 samples from each of
the sample sizes, 2 million cycles was conducted. This appears-a bit -
low to me, and know EN12180 is niot good in this respect— have you
considered fatxgue testmg to failure and recordmg the number of
cycles" ‘
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Bmlogncal safety testing - :
There are two issues. from the biological safety data o
1 ‘the dosage used in the reproductive toxicity testing is equlvalent
it0 2 500cc implants and yet you mtend to market up to 800cc
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shall include at least 3 assays. At least 2 of these should preferably
use mammallan cells as a target . .
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2 . Have 1here been any des:gn changes since. 1996‘7 If 50, then how can:
the fatigue tests that were conducted in 1996 be relevant to the

product that is. manu&ctured cun-ently'7
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EN12180 Annex B2 The test sample shall be taken (as mdxcatcd in:
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Some clanﬁcatlon is needed as to where you cons1der the Junctxon to
be and if it is.different what are the justifications for doing it
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“the standard?
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| The range in thickness of the anooth envelope can vary from'0.4 to .
0.63 ina batch - is this tested routmcly? Does it tend to be nearer
0.63 or 0.4? ' .
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. | The dipping operation is conducted so that there’s a quarter rotanon =
in between the. 4 layers - ' B
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o What is the mcldence of tearmg, rupture ﬁ'acture leakmg, holes?
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