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Shelf-Life testing on GeneFix buffer over 10 years and DNA stability testing over 5 years by
an accelerated ageing study at 50°C.

Method for Shelf-Life testing:

Accelerated ageing studies are widely used to reliably determine the stability of buffers using the Arrhenius
equation to calculate the equivalent storage time at room temperature for a buffer held at an elevated
temperature. In this case the elevated temperature used was 50°C and the equivalent stability time at 21°C
was calculated.

10ml samples of 2 different batches of GeneFix buffer (LYS4) were placed in GeneFix tubes in a dry-block
heater at 50°C on 11/08/2016. LYS4 BN LO06 was manufactured on 29/07/2014 and was 2 years old when the
study was set up, LYS4 BN L0O49 was the most recently manufactured batch made on 01/06/2016. For the Day
0 samples, a fresh saliva sample was collected, vortexed to ensure homogeneity, then 500l added to an equal
volume of both batches of GeneFix buffer. The DNA was isolated through the GeneFix Saliva-Prep 2 kit
according to the manufacturer’s instructions, resuspending in 100ul TE buffer, before storing at -20°C. Further
500ul samples were removed from each tube at time points equivalent to 2 years, 3 years, 4 years, 5 years, 8.5
years and 10 years, and used to isolate freshly collected saliva samples in the same way as the day 0 samples.

On completion of the study, all 7 samples for both batches of buffer were analysed by UV spectrophotometry
for A260/280 and A260/230 ratios and yield, and DNA integrity checked by running whole DNA on a 1%
agarose gel.

Method for DNA stability testing:

2 x 4ml samples of both batches of GeneFix buffer was placed into 10ml GeneFix tubes. 3 saliva samples were
collected, pooled and vortexed to ensure homogeneity, then 4ml added to each of the tubes containing the
GeneFix buffer. The tubes were vortexed again and a 500ul sample removed for DNA isolation through the
Saliva-Prep 2 kit according to the manufacturer’s instructions to give Day 0 samples for the DNA stability
testing. Further 500l samples were removed from each tube at time points equivalent to 2 years, 3 years, 4
years and 5 years and isolated through Saliva-Prep 2 in the same way as the Day 0 samples.

On completion of the study, all 5 samples for both batches of buffer were analysed by running whole DNA on a
1% agarose gel to demonstrate DNA integrity.

Results for Shelf-Life testing:
Whole DNA run on a 1% agarose gel against a 1Kb DNA ladder
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e The DNA quality from buffers stored for extended periods of time
before use, remains consistently high, with no evidence of reduced

performance.
e The 2 batches of buffer which differed in age by 2 years at the
1Y52 BN L045 beginning of the study perform consistently with each other.
S E—— e Observed shelf-life is well in excess of that stated.
- i .,_:, CE SW ,:w 11::: e The shelf-life demonstrated here allows for both the 40 months

shelf-life given from the date of manufacture plus the stability
period post-sampling of 5 years.

AutoGen is the North American supplier for the GeneFiX. Please contact Rob Osborn at 508.395.8161 or at
ROsborn@autogen.com for more information.

Isohelix is a division of Cell Projects
For swab or DNA isolation queries email: info@isohelix.com www.isohelix.com
Molecular Biology Solutions www.cellprojects.com




AU \

v

Jautogen Isohelig

DNA Sampling and Purification

10 mm Absorbance.

07, — — — - T . . . .
20 od o M0 @0 20 @80 20 a0 sf0 0 3w sS4 ¥

L0U6 Dey 0
L048 Dey 0
L0063
o493
LOBG B
L85
LOB 10
L4810

e Over the entire study period, the mean A260/280 for LO06 = 1.82,
and the mean A260/280 for L049 = 1.81

e Over the entire study period, the mean A260/230 for LO06 = 1.71,
and the mean A260/230 for L049 = 1.84

e  Purity of samples is consistently high over the entire study period.
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e  Purity of DNA isolated with both batches of buffer at any one time

point are both high, and consistent with each other.
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Results for DNA stability testing:

Whole DNA run on a 1% agarose gel against a 1Kb DNA ladder

e All samples contain intact high molecular
weight genomic DNA >10Kb in size.

e There is no significant difference in the
appearance of the DNA over time.

e The DNA from both batches of buffer looks to
be of the same high quality.

e Looking at band brightness, there is no obvious
drop in yield over the time period of the study.

Conclusions:

The 2 batches of GeneFix buffer which differed in age by 2 years at the start of the study performed
consistently with each other over the period of the shelf-life study, equivalent to 10 years at room
temperature.

No loss of performance was seen from either batch of buffer over the study period.

The length of the study allows for both the 40 months shelf-life given from the date of manufacture,
plus the 5 year stability period post-sampling.

The performance of the GeneFix buffer is maintained for at least 12 years from the date of manufacture.
DNA stability is maintained for 5 years in GeneFix buffer which was 2 years old when the saliva sample
was added, no difference was seen in ability to stabilise DNA long-term between a 2 year old buffer and
a fresh batch.

GeneFix tubes used at the end of their shelf-life are able to stabilise DNA for the full stability period
quoted for the product.
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