Wuki AppTec

JMHLW to ISO Testing Comparison

post injection of test artide.

~ction/Sample Preparatio Methodolog ample Reguireme
O JVHLW ISO JVHLW ISO O
Dilute suspension of Extract is added to cell
. 24 hoursin 24 hoursin cellsis concurrattly monolayer and 2gor 4g, 120 crr?
Cytotoxicity EVEM+10%FBS | EMEM+5%FBS |  platedwith the extract obsenved up to Bdys | 2LEYS | ooem | oreocn?
and incubated for 7 days. 72hrs.
Do e
Exaggerated extract in 72hrs./37;C 5 positive cortrd 5 negative contrd. 4g, 120 crr?
Sensitization methanol/acetone with extract insalire poz'" ot bosi tivé Positive contrd validation| 84 Days 62 Days 10grams or 60 cn?
terniral evaporation | and cottonseed oil | Conourret posit run every (6)
contrd group required. :
: ; six months.
Termirel weights.
Genotoxicology Exaggerated extract in 72hrs./37;C Extracts are combined with agar and bacteria 4g, 120 c? | 4g, 120 e
Bacterial Reverse methanol/acetone with extract insalire Plates are incubated for 72 hours 25 days 25 days or 60 cn? or 60 cn?
Mutation Test terminal evaporation and DMSO and colonies enumerated. (€] (€]
Genotoxicology B | Exaggeraed extract in 72hrs. /37;C g(tracttg %eﬁsl%;ﬁ:aﬁlms m: agrexrj 4g,120cn? | 4g, 120 cn?
Chromosome methanol/acetone with extract insalire prepq;red for micr ic iretion of 70 days 56 days or 60 c? or 60 cn?
Aberration terminal evaporation and DMSO gross i O5CopIC Exam _ Q) Q)
Test articleis placed into | Test articleis placed into
dilute solution of rabbit | dilute solution of rabbit
Direct refor Direct re blood for 1, 2and 4 hrs. blood for 3 hrs. 4g,120cn? | 4g, 120 cn?
Hemolysis 1hr. 2 hErSJC and:SL ahrs for 35 hrqc CSEL Detection reagent is Detection reagent is 17 days 17 days or 60 cn? or 60 cn?
N added to the solution. added to the solution. (€<)] Q)
After centrifugation, After centrifugation,
optical density is scanned. | optical density is scanned.
Stimulation D 2: 'm\;mgmgg%ﬁzmm 4g, 1200 | 4g, 120 cne
Intrlarcﬁttj;air;enous Extraction methods identical recqires photos of sites at dosing and all scorirg 26 days 26 days or ((S%t):rr? or ((3)%;17\2
periads and terminal weight.
6 rabhbits per extract,
at least 2 extracts,
Stimulation ® One-inch-square inections as well as 3 rabbits, patches are 4g, 120 crr? 2T x
Primary Skin Standard extraction pieces of patches, scrachedand | appliedfor4or 24 hrs,, 26 days 26 days or 60 cr? 2 ce (X7)
y test article unscratched skin, removed and scored. )
terminal weight and
photos of sites.
4 rabbits, males only. 3 rabhits, either sex. 2T X
Implant Preparation methods identical Max. of 4 test articles 4-6 test articles Same inplant duration NA 2.ce (X7)
per rabhit. can be inplanted.
Necrapsy required at
study termination. Body
1SO does not weight loss indicative of | Necrgpsy not required.
Acute Systermic 121; C extrections specifically state toxicity if statistically Body weight lass 4g,120cn? | 4g, 120 cn?
Toxicit must be performed how 121;C significant lass in body indicative of toxicity if 26 days 26 days or 60 cr? or 60 cr?
Y inan autoclave. extractions should | weight betweentestand | 3 or morelose greater ) )
be done. contrd. Al other than 10%
methodologies
identical to ISO.
?/Izggscg:;used. Mice or rats can be
Subchronic Mentions only use of NS or CSO (@ fo:%ubcrr;iags used. Length of study ~85days | ~100days 4g, 120 crr?
Toxicity normel salire as canbe used toxicity), Animels must and number of doses for 14-Day | for 28-Day NA or 60 cr?
(Subacute Toxicity) extraction vehide. ) be 56 weeks old. not specificallyoutlined. | Subacute Subacute (xa4)
Dose of 20 mkg, Daily dosing regimen.
Standard methodology identical: 4g, 120 crre
. N 3 rabhits for intid test, 5 rabbits for continued test. '
Pyrogen Extraction methods identical Termperature monitorirg for three hours 24 days 24 days NA or (;Gg Ltlz)n?

* Typical methods. (Other times and temperatures are still in common use.)
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For more information on WuXi AppTec’s services, contact a WuXi AppTec Account Manager at 651-675-2000 or 888.794.0077.
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