What is ELISA?

The term ELISA stands for Enzyme Linked ImmunoSorbent Assay. This is a sensitive test that
uses specific antibodies to detect antibodies and analytes in various biological samples. This
powerful technique is used routinely in scientific research, veterinary medicine, healthcare, and
environmental and agricultural applications.
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What is a competitive ELISA?

In this assay format, a specific antibody is bound to the microwell plate. Enzyme labeled
exogenous analyte is added to the microwell and competes with unlabeled (sample) endogenous
analyte for limited antibody binding sites. After washing away excess reagents, a substrate is
added to generate a detectable signal (color change). The signal generated is INVERSELY
proportional to the level of analyte present in a sample.
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What is a sandwich ELISA?

Similar to the competitive assay, a specific antibody is bound to the microwell plate. The
sample analyte is captured by the bound antibody in the absence of exogenous analyte. A
secondary enzyme labeled antibody is added and binds to the captured analyte. After washing
away excess reagents, a substrate is added to generate a color signal. The signal generated is
DIRECTLY proportional to the level of analyte present in the sample.
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What ELISA kits does HELICA offer?

Helica Biosystems, Inc. offers a number of kits for measuring compounds that may be present in
foods. These include mycotoxins and meat specific markers in both competitive ELISA assay and
sandwich ELISA assay formats. In addition, we offer life science products, such as species
specific C-reactive protein assays. Please view our website (www.helica.com) for a menu of kits

currently available.
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Helica supplies several different kits for the same mycotoxin. How do I select the correct kit
for my needs?

The appropriate kit depends on the commodity to be tested and the range of detection required.
Please check that the kit is appropriate for the commodity of interest and the desired range of
detection. If a kit for your commodity of interest cannot be found, we recommend starting with
our low matrix ELISA kits to validate your commodity of interest. These assays have been
designed to minimize matrix interferences. Please contact us at info@helica.com or (714)
578-7830 for guidance in selecting the appropriate kit.
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Can the components from one kit be used in other kits?

Components from the same kit type with identical kit component lot numbers are
interchangeable. However, interchanging components between kits should not be necessary as
specific volumes of each component is provided and detailed in the product insert and Certificate
of Analysis; therefore, there should be sufficient volumes of components for each kit.
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What is the shelf-life of the kit?
The kit expires one year from the date of manufacture. We cannot guarantee the quality and
performance of the kit beyond its expiration date.
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How many samples can be run with one kit?
Each kit is supplied with enough reagents to assay 42-43 samples in duplicate, depending on the
number of standards included with the kit.
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Does the whole sample plate have to be used when an assay is run?
No, the plates are provided as 8-well break away strips. Use only the number of wells required
for an assay and store the remaining wells in the original sealed pouch with desiccant at 2-8°C.
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Can the incubation times for an assay be changed?

No, the incubation times should not be altered. The kit reagents have been validated for the
incubation times specified. The assay should be performed exactly as directed in the product
insert, so please read the product insert in its entirety before starting the assay.
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What if | want to extend the standard curve beyond the provided range?

The standard curves generated from the provided standard samples have been extensively
validated for reproducibility and linearity. Any values extrapolated outside the standard curve
range cannot be guaranteed or supported. Samples that fall beyond the standard curve should
be diluted appropriately according to the product insert.
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What kind of samples can be assayed with Helica kits?

Many different types of samples have been validated for use with Helica kits, including different
grains, flours, cake mixes, nuts, coffee, spices, etc. Refer to the product insert for a list of
validated samples. If a sample type is not listed, please contact Helica Biosystems, Inc. at
info@helica.com or (714) 578-7830 to discuss your needs. We will be happy to discuss the
potential of validating your sample(s) of interest.
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How do | prepare samples for assay?
The product insert included with each kit provides detailed instructions on how to perform the
extractions and dilutions necessary to prepare samples for the assay.
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I am having trouble running the assay and/or getting unusable results. Can you help me?

Refer to our troubleshooting guide for common assay performance issues and solutions.
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How can | be sure that the assay is working properly?

Check the OD or %B/Bo values of the standards obtained in the assay against the ones listed on
the Certificate of Analysis. These values should be in the range specified by the Certificate of
Analysis. Additionally, certified reference materials with known concentrations of the analyte
can be assayed with the kit and the results should fall within the concentration range specified by
the reference material.
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What is the purpose of the differential filter and is it required for running the assay?

In our assays, the test wavelength is 450nm and the reference wavelength is 630nm. Most
microplate readers with the appropriate software will subtract the reference wavelength from
the test wavelength absorbance. In doing this, the dual wavelength analysis is subtracting out
any non-wavelength specific imperfections (optical imperfections) in the plate. This analysis
should result in better precision. But in practice, the optical quality of plates used in our assays
is superior, and there is typically no statistical improvement in the data by doing a dual
wavelength analysis. Thus, it is not absolutely necessary to have a differential filter of 630nm.
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What is matrix interference and how do | eliminate it?

Matrix interference occurs when components in the commodity affect the ELISA, resulting in
either false negative or false positive results. The interfering component typically alters enzyme
activity or interrupts antigen-antibody interaction. Helica Biosystems, Inc. offers several low
matrix kits that reduce or eliminate the matrix effect, giving more accurate and reproducible

results. Please contact Helica Biosystems, Inc. at info@helica.com or (714) 578-7830 to receive
further information.

H2ARER T, TEAHERRIE?
YRR TN ELISA TR SFEEFT T , SREMREIRALLER. THESER

HEMELERPMHR-FERR, HELICA 28R4 T JLMEEFTEH 20K D 30E RE
B MR E AN EE A4 R B R HELICA 22 7 info@helica.com 5 714 )


mailto:info@helica.com

What is the “hook effect”?

The hook effect is when lower than expected values are seen for a known high concentration

sample. It happens when the antigen or analyte of interest is at a significantly higher

concentration than the capture and detection antibodies. Due to the high level of analyte, the

capture and detection antibodies are saturated with antigen and the antibody-antigen “sandwich”
is prevented from forming. The antigen saturated detection antibodies are washed away giving

false low signal. This is corrected by further diluting the sample.
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I am looking for a kit that detects a target that is not part of your current list of products. Do
you develop custom assays?

Yes, we work with our customers to develop customized ELISA. Please contact Helica Biosystems,
Inc. at info@helica.com or (714) 578-7830 to discuss your needs.
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I don’t want to buy the kit, but | have samples | would like to have tested. Do you provide
testing services?

Yes, we provide in-house testing of samples. Please contact Helica Biosystems, Inc. at
info@helica.com or (714) 578-7830 to discuss your needs and for pricing information.
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How consistent are the kits from lot to lot?

Helica Biosystems, Inc. implements a stringent quality control program to ensure that each kit
produced adheres to the highest standards. Every kit comes with a Certificate of Analysis to
certify the performance of the assay. Additionally, Helica Biosystems, Inc. is ISO 9001 and ISO
13845 certified and conforms to internationally recognized quality standards.
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What are the benefits of ELISAs over other quantification methods, such as lateral flow and
high performance liquid chromatography (HPLC)?

The chart below lists some of the advantages and disadvantages of each technique. ELISA
combines some of the best characteristics of lateral flow and HPLC. ELISA is easy to use, doesn’t
require sample clean-up, permits high-throughput screening of samples, and has the same
sensitivity and specificity as HPLC.  Our kits show good correlation with HPLC results. For more
detailed information, view the package insert containing validation data for each kit.
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Why should | choose Helica Biosystems, Inc.  ELISA kits over other competitors?

Our kits are easy and straight forward to use with color coded bottles and solutions to reduce
operator error. Many advantages over our competitors include short incubation times (most
assays take less than 1lhr to complete), easy sample preparation procedures, minimal matrix
interference to yield the most accurate results, 1 year shelf-life, and superior sensitivity.
Additionally, we offer discounts to academic institutions and very competitive pricing. Please
inquire by contacting us at info@helica.com or (714) 578-7830.
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| purchased multiple kits of the same type, but am observing large variability with OD values
and %B/Bo range between kits. What should | do?

Each kit lot is individually validated following our established quality control system. Though kits
may differ with OD and %B/Bo values, they are acceptable if the values fall within the range listed
on the Certificate of Analysis that accompanied that kit.
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Is there a specific software or statistical analysis technique that is required for assay analysis?

We can provide an Excel sheet to calculate the concentration of analyte in the samples. Please
email us at info@helica.com to request this Excel sheet. Keep in mind that the formulas used in

the Excel sheet are based on a linear regression fit, which is only accurate when the fitted line
shows good overlap with the standard curve. For more accurate results, we recommend using a
4 parameter logistic (4PL) non-linear regression model for graphing the data and extrapolating
sample concentrations. There are a number for free programs online that can perform the
analysis. Please contact us at info@helica.com or (714) 578-7830 for more help on analyzing
your data.
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