


These conditions shall apply to the performance of the testing and to the preparation of this present test report:

. In respect of tests made and re-
ports thereon, the laboratory
shall as against the party order-
ing be liable in damages under
the Danish general rules on liabi-
lity in tort, subject 1o the limita-
tions set out in paras. 2-6 of the-
se present conditions.

. The iest and report have been
made by the laboratory on the
basis of the knowledge and faci-
lities available 1o the laboratory
at the time of execution of the
test. The laboratory shall not be
held liabie where later develop-
ments may indicate that labora-
tory knowledge or Tacililies are
insufficient or incorrect.

. The laboratory shallnot be held
liable for damage caused by a
product manufaciured by the
party ordering the 1est where

- the tort is referable 1o the party
ordering prior 1o the laboratory
report having been submitied by
the laboratory,

-the specific product causing
the damage has not been tested

by the laboraiory, save where the
party ordering proves that the
product causing the damage is
identical with 2 specific product
tesied by the laboratory, and

- the damage is due 16 a charac-
teristic of the product, or an ap-
plication of the product, that
either has not been tested and
described in the test repor or

that varies from the laboratory test
repor description of product
characteristics and possible
applications of the product.

. The laboratory shall not be held

liable for damage referable to
use made of any opinion given
by the laboratory where such
opinion is stated 10 be based on
estimated judgment or assess-
ment.

. In instances other than those set

out in paras. 2-4 above, the labp-
ratory may be held liable where
damage is proved 1o be caused
by default or negligence on the
part of the laboratory, However,
laboratory liability in respect of

malerial damage shall not,
uniess otherwise expressly agreed,
exceed DKK 1.500.000 for each
individual clairm. The laboratory
shall not be liable tfor loss of pro-
duction, consequential loss, loss
of profit, or any other indirect
loss. The laboraiory shall be li-
able to pay damages only whete
the claim is made in writing
within three years from the date
of this present 1est report.

. Where in a legal action against

the laboratory, the claim set up
goes beyond the limitations 10
laboratory liability stated in pa-
ras. 2-5 above, the client shall at
the request of the laboratory take
on himsell the conduct of such ac-
tion.

The client shall indemnify the la-
boratory 1o the extend that the la-
boratory rmay be held liable - or
may otherwise have defrayed
any expenses - in excess of the
limitations to laboratory liability
stated in paras. 2-5 above.
















Lab. No. 12323

SUMMARY

"Glyphosate, batch 206-TaK-25-1" was tested in the Ames test.

The test was performed in accordance with the guideline recommended by OECD "Salmonella
typhimurium, Reverse Mutation Assay’ No. 471, 1983, (3) as well as US CFR part 700 (F) § 798.5265
(1987).

The compound was tested in strains TA 100, TA 98, TA 1537 and TA 1535 at the dose levels of 5.0 mg,
2.5 mg, 1.3 mg, 0.63 mg and 0.31 mg per plate with §-9 mix and at the dose levels of 2.5 mg, 1.3 mg,
0.63 mg, 031 mg and (.16 mg per plate without §-9 mix.

It is concluded from the results that the addition of Glyphosale in the above stated doses induced no

increase in the number of revertants as compared to the controls. Thus, the Glyphosate « was found non-
mutagenic in the Ames Test
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Lab. No. 12323
1. PURPOSE

The Ames Mutagenicity Assay is designed to provide an evaluation of the mutagenic potential of
chemicals using mutant strains of Salmonella typhimurium as indicator organisms.

2, TEST ARTICLE

Scantox A/S received on 24.01.1991 from Sponsor a container with the test article marked "Glyphosate,
batch 206-JaK-25-1". The sample was labelled Scantox Lab. No. 12323 and stored at room tlemperature
in the dark unul use.

The test article was a white powder of 98.6% purity, according to Sponsor. The powder was soluble in
distilled water at concentrations up to at least 16.7 mg/ml which was the highest concentration needed in
the assay.

No analyses on the test article were performed by Scantox

3. TEST SYSTEM
3.1 Principle

The Ames Mutagenicity Assay, originally described by Ames et al. (1), is an in vitro short term test used
to detect gene mutations.

Mutagenic effect is measured by exposing the following four strains of Salmopella typhimurium to the
test substance:

Salmonella typhimurium TA 100
Salmonella typhimurium TA 98
Salmonella typhimurium TA 1537
Salmonella typhimurium TA 1535

Unlike the original Salmonella typhimurium these mutant strains have lost the ability to synthesize the
amino-acid histidine. Without histidine in the calture medium, the strains are unable to grow and form
colonies. If the histidine-requiring mutants are exposed to a mutagen, they may revert to the orignal
histidine-independent form and can thus be counted as colonies. Mutations detected by this assay are of
the types which can cause base-pair substitutions or frameshift mutations.

A measure of the mutagenic properties of the test article is obtained by comparing the number of
induced ‘revertants with the number of spontaneously occurring revertants.
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312 Bacterial strains

The strains listed below were received from National Collection of Type Cultures, Central Public Health
Laboratory, London NW9 5SHT, UK.

His Mutation Excision Plasmid
Strain Mutations Type Repair LpS PKM 101
TA 100 His G 46 Basepair substitution  uwrB rfa R*
TA 98 His D 3052  Frameshift uviB rfa R*
TA 1537 His C 3076 Frameshift uvrB rfa R
TA 1535 His G 46 Basepair substitution uviB rfa R

Beside the mutations in the histidine operon tbe strains have a deletion through the uvB region of the
cbromosome resulting in the lack of excision repair. The lack of excision repair ‘makes the organisms
more sensitive to DNA damage which otherwise might be corrected by the excision repair’ process.

The rfa mutation results in deletion of the polysaccharide side chain of the lLiposaccharide of the bacterial
cell surface, making the cells more permeable to compounds, especially large molecules.

The strains TA 100 and TA 98 have in addition the R-factor plasmid, pKM 101, which increases their
sensitivity to mutagens by making use of an error prone repair process. The plasmid also carries a gene
for resistance to ampicillin.
The genotypes of the tester strains were checked for:

his mutation (histidine requirement)

uviB mutation (sensitivity to uv-radiation)

rfa mutation (crystal violet sensitivity)

pKM 101 plasmid (ampicillin resistance)

33 Growth and storage of bacterial strains

Cultures for mutasenicity testing

Cultures were set up from frozen stock cultures in culture tubes containing 7 ml bouillon (Oxo0id nutrient
broth, No. 2), and incubated in a water bath with a shaking device at 37°C. The growth period was
planned so that a density of 10° to 10° bact./ml was reached by the time of the performance of the test.

Frozen stock cultures

Stock cultures were prepared from fresh broth cultures (10° - 10° bact./ml) to which 0.09 ml
dimethylsulfoxide was added per ml broth culture. The cultures were frozen in a freezer and stored at
-196°C.
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3.4 Metabolic activation
Some chemicals do not exert a mutagenic effect in this system unless they are activated by mammalian
enzymes. The activation was accomplished by the addition of rat liver postmitochondrial {raction

supplemented with salts and co-factors (8-9 mix). The microsome fraction was obtained from rats pre-
treated with the PCB mixture Aroclor™ 1254,

The test was carried out in the presence and absence of the metabolic activation system.

4, TEST MATERIALS
4.1 Media

Vogel-Bonner agar

MgSO, - TH,0 02 g
Citric acid - H,O 20 g
NaNH,HPQ, - 7 H,0 35¢g
K,HPO, 100 g
Agar L50¢g
Glucose 200 g

Distilled water ad 1000.0 ml

The sclutions of salts, glucose and agar were auloclaved separately and mixed afterwards.

20 ml of Vogel-Bonner agar was used per plate.

Top Agar
Agar 06g
NaCl 05 ¢
Distilled water ad 100.0 ml

The autoclaved top agar was supplemented with 10.0 ml of a sterile solution of 0.5 mM L-histidine and
0.5 mM biotin’ before use.
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42 8-9 mix
1. Test series 2. Test series
(Plate incorporation) (Pre-incubation)
S-9 fraction (rat liver homogenate) 2.4 ml 24 ml
Phosphate buffer (0.2 M, pH 74) 30.0 ml 30.0 ml
Salt solution (0.4 M MgCl,, 1.65 M KCI) 1.2 ml 1.2 ml
Glucose-6-phosphate solution (0.1 M) 0.3 ml 0.3 ml
NADP solution (0.1 M) 24 ml 2.4 ml
Distilled water 24.0 ml

The S-9 mix was kept on ice until addition.

5.9 fraction (rat liver homogenate)

SPF Wistar rats of the strain Mol:WIST were obtained from the Mellegaard Breeding Center Lid, Ejby,
DK-4623 Lille Skensved. Rats weighing approximately 200 g were used for induction of Lver enzymes. A
single intraperitoneal injection of Aroclor™ 1254 at a dose of 500 mg/kg body weight was given to each
rat. The animals were killed by gassing with CO, 5 days after being injected and following a 16 hour
period of fasting,

All steps in preparation of the liver homogenate were performed on ice using aseptic techniques and cold
sterile solutions. The livers were removed and minced in 0.15 M KCl solution (3.0 ml KCI solution per

gram wet liver). After bomogenization, the homogenate was centrifuged at 9000 g for 15 minutes. The
supernatant (S-9 fraction) was decanted, frozen and stored at -196°C until use.

5. TEST PROCEDURES

5.1 Preliminary toxicity fest

A prelimipary toxicity test was carried out using TA 98 in the following way:

Test tubes containing 2 ml of top agar with extra histidine (0.5 mM) and normal biotine (0.05 mM) were
kept at 46°C in a water bath. To each test tube was added 0.3 ml test solution, 0.5 ml S-9 mix when
required and 0.1 ml bacterial suspension diluted to about 10° bact./ml in phosphate buffer. After mixing,
each top agar solution was spread on a Vogel-Bonper plate and incubated at 37°C for 2 days.

A three-fold dilution series from 5.0 mg/plate to 0.56 mg/plate was tested with and without S-9 mix.

At the dose of 5.0 mg/plate without $-9 mix only 1 colony was found on the three plates compared to
164 colonies on the three control plates. At the dose of 1.67 mg/plate without S-9 mix a total of 74
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colonies were found and at the dose of 0.56 mg/plale without S-9 mix a total of 184 colonies was
observed. For all doses with $-9 mix the number of colonies were similar to the control, ie. close to 200
on three plates.

On this basis it was decided to use the following doses in the mutagenicity assay: 3.0 mg, 2.5 mg, 1.3 mg,
0.63 mg and 031 mg per plate with S-9 mix, and 2.5 mg, 1.3 mg, 0.63 mg, 031 mg and 0.16 mg per
plate without $-9 mix.

52 Mutagenicity test

The mutagenicity test included rwo independent test series each performed with and without S-9 mix using
the four strains described in section 3. Three plates were used per dose point.

In order to obtain the most reliable assessment of the mutagenic potential of the Test chemical two
different dosing procedures were followed.

The first test series was performed as a socalled plate incorporation assay while the second test series was
performed using a preincubation procedure (see below).

Positive and negative controls were included in both test series. As positive controls without S-9 mix 0.5
ng/plateNa-azide was used for TA 100, 1.0 pg/plateNa-azide for TA 1535 and 0.6 pg/plate 2-nitrofluorene
for TA 98 and TA 1537. With $-9 mix 1.25 pg/plate 2-aminoanthracene was used for all four strains.

53 Dosing procedures
Plate incorporation assay

To each test tobe was added 0.3 ml test solution, 0.5 ml S-9 mix when required, 0.1 ml bacterial
suspension (10® - 10° bact./ml) and 2.0 ml top agar. After whirl mixing the mixture was spread on a
Vogel-Bonner agar plate. After incubation for 48 to 72 ‘hours at 37°C the number of colonies was
counted.

Preincubation assay
To each test tube was added 0.3 ml test solution, 0.3 ml $-9 mix or phosphate buffer pH 7.4 and 0.1 ml
bacterial suspension (10° - 10° bact./ml). The test tube was incubated for 30 min at 37°C under gentle

shaking whereafter 2.0 ml top agar was added and after whirl mixing the mixture was spread on a Vogel-
Bonner agar plate. After incubation for 48 to 72 hours at 37°C the pumber of colonies was counted.

5.4 Siatistical analysis
Statistical abalysis of the negative control versus test data was performed using the Analysis of Variance

method (general linear model, least square mean) (4). Statistical analysis of the negative versus positive
control data was performed using the Student’s t-test.
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6. RESULTS

The results are presented in tables 1 to 4.

The negative and positive controls were all in the expected range. No clear depression of the background
growth was observed at any dose with or without S-9 mix in the main test. However, the generally lower

numbers of revertants in the highest dose groups indicate that some toxicity occurred.

The test article induced no statistically significant increases in the number of revertants in any strains with
or without 5-9 mix.

7. CONCLUSION

The test article, Glvphosate, batch 206-JaK-25-1, was found non-mutagenic in the Ames Test.

8. REFERENCES
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AMES TEST

SALMOMELLA TYPHIMURIUM, REVERSE MUTATION ASSAY

Protocol

1. INTRODUCTION

The Ames Test is a short term mutagenicity test for the evaluation of possible mutagenic effects of chemicals.

The test is conducted In accordance with the guideline recommended by OECD “Salmonella typhimurium,
Reverse Mutation Assay’, No, 471, 1983 (3) as well 25 US CFR part 700 (F) § 7985265 (1987).

. 2. PRINCIPLE

Mutagenie effects are measured by exposing the following four bacterial tester strains to the test chemical:

Salmonella typhimurium TA 100
Salmonella typhimurium TA 98
Salmonella typhimurium TA 1537
Salmonella typhimurium TA 1535

Unlike the original Salmonella typhimurinm I T2, the above tester strains all carry a2 mutation in the opsron
(gene) for synthesis of the amino acid bistidine. Therefore, the tester strains-are not able to grow in substrale
without histidine.

The mutations are either of the type basepair-substitution or frameshift mutations. A basepair-substitution occurs
when ope bascpair in a DNA seguence is exchanged with a different basepair, while a frameshift mutation
occurs, when one or more basepairs are added 1o or deleted from a DNA sequence,

When the tester strains are exposed to a test compound, mutations may be induced in the defect histidine genes,
whereby some of the bacteria can revert to the wild-type. The revertants will be able to grow and form colonies
on agar plate substrate without histidine.

A measure of the mutagenic properties of the test article is obtained by comparing the number of induced
revertants with the pumber of spontaneously occwrring revertants.

KN TESTER STRAINS

The bacierial tester strains listed below were received from National Collection of Type Cultures, Central Public
health Laboratory, London NW9 SHT, UK.

In addition 1o the already described mutation in the hietidine operon, all the straine carry two more mutations,
uwviB and rfa, which increase the sensitivity of the strains, Furthermore two of the strains also carry the R-factor
plasmid pKM 101, see below.

3
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Strain His Mutation Excision LpS Plasmid
Mutations Type Repair PKM 101

TA 100 His G 46 Basepair substitution wrB rfa R

TA 98 His D 3052  Frameshift wrB rfa R*

TA 1537 His C 3076  Frameshift uvrB rfa R

TA 1535 His G 46 Basepair substitution uvrB rfa R

31. His mutation
As described in section 2, the tester strains carry mutations in the histidine operon. The presence of the His

mmtation is checked by plating bacterial suspension on Vogel-Bonner plates with biotin, but without histidine, No
background growth and only very few colonies must be seen

32. uvrB mntation

This mutation includes the genetic information for the excision repair process and results in a reduced capacity
for repair of damage to the DNA. The presence of the uvrB mutation is checked by testing the sensitivity of the
strains to wltraviolet light,

33. ria mutation

This mutation causes partial Joss of the Lpopolysaccharide barrier that coates the surface of the bacteria, thereby
increasing the permeability of the cell wall 16 large melecules. The presence of the rfa mutation is checked by
testing the sensitivity of the strains to the toxic effect of crystal violet.

34. R-factor plasmid (pEM 101)

The strains TA 100 and TA 98 carry the R-factor plasmid pKM 101, which further increases the sensitivity of

these strains by enhancing an error-prone DNA repair process. The plasmid alse carries a gene for ampicillin
resistance. The presence of the plasmid is checked by testing the resistance of the strains to ampicillin.

4. PROCEDURES FOR GROWING AND MAINTAINING THE TESTER STRAINS

4.1. Stock cultures

Frozen stock cultures are kept in a liquid nitrogen tank at -196°C. New stock cultures are reisolated when
appropriate and frozen.

Reisolation is accomplished by streaking out with 2 platinum wire a small amount of bacterial suspension from
a grown up broth culture on a Vogel-Bonner agar plate with biotin and extra histidine (05 mM). For plasmid
strains 25 pg/mlampicillin 15 added to the agar.
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after incubation for two days, single colonies are inoculated in broth cultures and grown to a density of 10%-10°

cUml. Parts of these cultures are used for control testing as described in Section 3, while the rest are frozen.
In addition the spontaneons reversion level and the response to positive controls (with and without $-9 mix) are
checked for each broth culture, On the basis of these coptrol testing data the best cultures which carry all the
characteristic mutations are selected and used as new stock cultures.

42, Freezing of bacterial cultures

Freshly grown up broth cultures are supplemented with 9% DMSO and frozen in a -20°C freezer for one day,
whereafter the cryo tubes are transferred to a liguid nitrogen tank (-196°C).

43, Cultures for mutagenicity testing

Broth cultures for mutagenicity testing are inoculated directly from frozen stock culnures and incubated at 37°C
in a water bath under shaking until a density of 10%10* bact/m] is reached (photometrical measurements). Only
freshly grown up cultures are used for mutageniciry testing,

. 5, KNEGATIVE AND POSITIVE CONTROLS

5.1, Negative coptrols

In all mutagenicity tests are included negative solvent comtrols, which reflect the number of spontaneous
revertants, The normal spontansous revertant levels for the four strains are:

TA 100 : 100 - 220 per plate
TA 98 : 20 - 7 per plate
TA 1537 5 - 15 per plate
TA 1535: 10 - 30 per plate

E£2. Positive controls

Positive controls are included in all test series. The sensitivity of the strains without §-9 mix is checked using the
following mutagens:

TA 100 : 0.5 pg Sodmm-azide per plate
TA 98 : 0.6 g 2-nitrofluorene per plate
TA 1537: 0.6 ug 2-nitrofluorene per plate
TA 1535: 1.0 pg- Sodium-azide per plate

When S-9 mix is applied, 1.25 pg2-aminoanthracene per plate is used for all four strains.

6. METABOLIC ACTIVATION
Some chemicals do mot exert a mutagenic effect in this system unless they are activaied by mammalian enzymes.
The activation is normally accomplished by the addition of rat liver postmitochondrial fraction supplemented with

salts and co-factors (S-9 mix). The microsome fraction is obtained from rats pre-treated with Aroclor™ 1254, The
test is carrded out in the presence and absence of metabolic activation system.

5
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6.1. 5-9 fraction (rat liver homogenate)

2 wistar rats of the strain Mol:WIST are obtained from the Mpllegaard Breeding Center Lid, Ejby, DK-4623
Lille Skensved. Rats weighing approxmately 200 g are used for induction of Lver enzymes. A single
intra-peritoneal injection of Aroclor™ 1254 at a dose of 500 mg/kg body weight is given to each rat. The animals
are killed by gassing with CO, 5 days after being injected and following a 16 hour period of fasting.

All steps in preparation of the liver homogenate are performed on ice using aseplic techniques and cold sterile
solutions. The Lvers are removed and minced in 0.15 M KCl solution (3.0 m] KCl solution per gram wet Liver).
After homogenization, the bomogenate is centrifuged at 9000 g for 15 minutes. The supernatant (S-9 fraction)
is decanted, frozen and stored at -196°C until usec.

62. S§-9 mix
$-9 m fraction (rat liver bomogenate) 2.4 ml
Sodium phosphate buffer (02 M, pH 7.4) 300 ml
Salt solution (0.4 M MgCl, 1.65 M KCI) 12 ml
Glucose-6-phosphate (0.1 M) 03 ml
NADP (0.1 M) 24 ml
Distilled water 24.0 ml

The $-9 mix is kept on ice until addition.

7. SUBSTRATES AND SOLUTIONS

7.1. Liquid growth medium (broth)

125 g Oxoid Nutrient Broth No. 2 per 500 m! H.O
72. Vogel-Bonner agar plates

15 g Bacto agar, 20 g glucose, 02 g MgSO,7H,0, 2 g ditric adid, 10 g X,;HPO,, 3.5 g NaNH,HPO,4 H;0O and
distilled water ad 1 litre,

20 ml of agar is used per 9 cm petri disk plate.

73. Top-agar

6 g Bacto agar, 5 g NaCl and distilled water ad 1 litre. The top agar is supplemented with 0,05 mM histidine
and 0.05 mM biotin before use.

8. TEST METHODS

81, Test article

The test article is dissolved in a solvent which has po effect on the system in the concentration applied. Distilled
water, DMSO or ¢thanol are examples of usable solvents.

Sterile dilutions of the test article with Jogarithmic concentration imtervals are prepared fresh for each test,
unless other storage conditions are specified.
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"  Prelimipary toxicity test

The general bactericidal effect of the test compound is tested in a preliminary toxicity fest using TA 68, The test
is performed in the following way:

Test tubes containing 2 ml top agar with extra histidine (0.5 mM) and normal biotin (0,05 mM) are kept at 42°C
in a water bath, To each test tube is added 0.1 m! test solution, 0.5 ml S-9 mix when required and 0.1 ml
bacterial suspension diluted to about 10° bact./m] in phosphate buffer. Solvent controls ere included with and
without §-9 mix. After mixing, cach top agar solution is spread on a Vogel-Bonner plate and incubated at 37°C

for 2 days.

On the basis of the toxicity, measured as a reduction in pumber of colonies on the test plates as compared to
the control plates, the dose levels zre selected for the mutagenicity test.

Toxic effects, as measured in the above toxicity test, are further investigated in the mutagenicity test by inspection
of the level of background growih (micro-colonies) on the test plates.

83. Mutagenicity test

On the basis of the preliminary toxicity test, five dose levels are selected for the mutagenicity test, If possible,
the dose range is selected so the highest dose is clearly toxic, while the lower doses should show no signs of
toxicity.

If the test compound is found to be atoxie, the highest dose level ic set to 5 mg/plate, or to the highest amount
of the test compound which is practically appliceble due to the solubility or other characteristics of the test
compound.

The rutagenicity test includes two independent tests separated by at least one day. In cach test is nsed all four
strains with and without S-9 mix, 3 plates per dose level Positive and negative controls with and without §-9 mix
are included in both tests.

In order to obtain the most reliable assessment of ‘the mutagenic potential of a chemical two different dosing
procedures are usually followed in the two test senes.

The first test series is performed as a socalled plate incorporation assay while the second test series is performed
using a preincubation procedure (ses below).
8.4  Dosing Procedures

.Plate incorporaton assay
To each test tube is added the test selution (0.1 ml), 0.5 ml $-9 mix when required, 0.1 ml bacterjal suspension
(10* - 10° bact/ml) and 2.0 ml top agar. After whirl mixing the mixture is spread on a Vogel-Bonner agar plate.

After incubation for 48 to 72 hours ‘at 37°C the number of colonics is counted,

Preincubation assay

To cach test tube is added the test solution (0.1 ml), 0.5 ml S-9 mix or phosphate buffer pH 7.4 and 0.1 ml
bacterial suspension (10* - 10° bact/ml). The test tube is incubated for 30 min at 37°C under gentle shaking
whereafier 2.0 ml top agar is added and after whirl mixing the mixture is spread on a Vogel-Bonner agar plate.
After incubation for 48 to 72 hours at 37°C the number of colonies is counted.

7
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EVALUATION OF DATA
The data obtained are cvaluated with respect to the following criteria:

a. Statistically significant increase in the level of revertants on the test plates as compared to the control
plates. Analysis of variance test is used to compare the test and negative control groups.

b. Dose-response 1s seen.

c The number of revertants at the dose level where the highest effect is found should be more than twice
the concurrent spontaneous level. :

If 2, b and ¢ are all met the test article is considered to be mutagenic. If only a and b are met the test article
is considered to be weakly mutagenic. A weak effect should preferably be confirmed either in the parallel test
or in a supplementary assay using the same dosing procedure (note: Supplementary testing is not included in the
standard protocol). If a is oot met the test article is considered to be non mutagenic.

10. GOOD LABORATORY PRACTICE (GLF)

This study will be conducted in accordance with the principles of Good Laboratory Practice (GLP) according
to OECD codes of GLP, May 1981, Doc C(81)30 (Final) Annex 2 and Scantox Standard Operation Procedures.

The Quality Assurance Unit (QAU) will carry out periodic and independent routine inspections on critical phases

and repeated processes in this type of study, but not secessarily on acuvities of this study. The report on the
study will be audited.

11. REPORT

The report is made in English language covering description of the test procedures, tables with the relevant
observations, statistical analysis, evaluation and interpretation of results,

12, ARCHIVES

All original data, including copies of correspondence, all reports issued and a sample of the test article will be
stored at ambient temperature in the GLP Archives of Scantox Biological Laboratory Itd. for a period of 5
years. Samples that are unstable may be disposed of before that time or stored under specified conditions after
consultation with the Sponsor. At the end of the period Spopsor will be consulted regarding requirements for
disposal or further storage.
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