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BIOGRAPHICAL INFORMATION
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LEARNING OUTCOMES

The Laboratory V Se\;rerwew of the MRT

The Food and chemical
Instrumentation — SONY @ (exogenous and
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tested

Quality Control and
Quality Assurance



CLIA MANDATORY REGULATIONS

Laboratory Licensure and Certification

Technologist Cerfification

Non-regulatory Proficiency Testing

Instrument Calibration

Instrument Maintenance

Technologist Competency Assessment

Technologist Employee Evaluation

Laboratory - Biennial CLIA Inspection

Technologist - 25 CEUs Biennial
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Laborato
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PHASES IN LABORATORY
Chain of Custody

* Most errors (68%)

PRE-  Blood Collection and Receipt of specimen
ANALYTICAL

* 7%
» Testing Process

* 25%

posT- | * Reporting Results
ANALYTICAL

N

Julie A. Hammerling, A Review of Medical Errors in Laboratory Diagnostics and Where We Are Today, Laboratory Medicine, Volume
43, Issue 2, February 2012, Pages 41-44.




ERROR RATES IN LAB PROCESS

Analytical
7%

Pre-Analytical 68%



OVERVIEW OF THE

MRT TEST







QUALITY CONTROL (QC)
AND

QUALITY ASSURANCE (QA)




o

o

o

o

o

Pre-analytical QC/QA

Track Shipment
Specimen Temperature

Specimen acceptability
= Appropriate Tubes and Quantity

= Number of tubes
= Absence of clots and hemolysis

Completeness of Requisition form
Date and Time of Collection

Patient ID match tube vs. requisition
Unique Barcode Accession number.
Specimen Viability



Analytical QC and QA

o Reagent Quality Checks
o [nstrument Functionality Checks
o [nstrument Calibration Checks

o Patient’s Specific Positive/Negative Quality
Control Checks

o Visual and Automated Data Reduction Checks




Post-analytical QC and
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THE IMMUNE SYSTEM
AND OUR UNIQUE

APPROACH




FOUR TYPES OF HYPERSENSITIVITY
Innate and Adaptive

o Type 1 — IgE Mediated (Anaphylactic), i.e., peanut allergy

> Type 2 — Antibody dependent (complement activation), i.e., AHA
— Immune Complexes, i.e., SLE, RA

o Type 4 — Delayed Cell-mediated, i.e., TB, GVHD

IMPORTANT NOTE: MRT IDENTIFIES THE FINAL COMMON
PATHWAY FOR NON-IgE DEPENDENT MECHANISM OF DIETARY

PROTEINS CHALLENGES.



Inflammation Biomarkers in blood

Inferleukins or Cytokines

o Neutrophils
o |LT-B, IL-6, IL-8, TNF-a
o Monocytes
o |LT-B, IL-6, IL-8, TNF-a
o Lymphocytes (T-cells, B-cells)

o 1L-6
o TNF-a



INSTRUMENTATION USED

IN HEMATOLOGY




Brightfield Microscopy
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Resistivity and Impedance Technology

HISTOGRAM

ELECTRICAL IMPEDANCE

Vacuum (6° Hg)




LASER TECHNOLOGY
HYDRODYNAMIC FOCUSING
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FLOWCYTOMETRY INSTRUMENTATION

SONY EC800 DUAL METHOD BIORAD BIOPLEX 200 SYSTEM



What's the last piece of the puzzle that was not
cover but is very imporiant?




ANTIGENIC STIMULI




Food Antigen Quality: Exceptional and
Stringent QC

Standardized raw materials ensure a consistently high quality of allergen extracts

Optilmized extraction method based on in-house research and development guarantee high
quality.

Validated production processes ensure batches with reproducible quality
EN ISO 13485 certified

Quiality certificate with protein content and concentration show the quality of the allergen
extracts — SDS Page of extract silver stained.

Long shelf life up to 10 years at -20°C (-4°F)



o

o

o

o

o

RESULTS FROM THE MRT TEST

INDIVIDUALIZED

MORE THAN 2000 CELLS ARE COUNTED AND CHARACTERIZED FOR EACH ANTIGEN

REACTIVITY OF SPECIFIC ANTIGEN EVALUATED AGAINST THE PATIENT'S OWN BASELINE
REACTIVITY DETERMINED VIA A SOPHISTICATED ALGORITHM AND DATA REDUCTION SOFTWARE.

FINALLY, THE INTERPRETATION OF THE DEGREE OF REACTIVITY IS PROVIDED BY THE RESULTING
SOFTWARE AND PRESENTED IN AN EASY TO UNDERSTAND FORMAL.



INTERPRETATION

“ REACTIVITY CODE
<1.99 Non-reactive _

2.00-2.99 Moderate YELLOW




CLINICAL UTILITY




Clinical Indications for Mediator Release
Test (MRT)

o Non-IgE mediated foods is often an important symptoms-provoking stimuli for
many Gl disease and other food sensitivity related disorders.

o Early intervention is key...it allows early intervention by healthcare practitioner,
thereby maximizing outcomes.

o Food sensitivities may be a trigger for migraine, filoromyalgia, Irritable Bowel
Syndrome, Inflammatory Bowel Disease, autoimmune disease, GERD, Joint
Pains, Skin eruptions, ADD, and weight imbalances.



Clinical Indications For Mediaior Release Testing (MRT™)
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I_IFESTYLE EATING AND PERFORI\/\ANCE
LEAP

o Uses the results of the MRT Test

o |t is a personalized dietary approach based upon the proven principles of
oligoantigenic diets

o It is implemented by eliminating moderate to high —-immune-reactive tested
itemes.

o The eating plan includes only those foods and ingredients tfested by the MRT
method.

o Three (3) phase approach, each phase ranges from 4-6 weeks.

o The goal of the LEAP eating plan is to reduce or eliminate the level of adverse
reaction and ultimately symptomes.

o Improve quality of life (QOL)



LEAP - DIETARY MANAGEMENT TOOL

4 ° 10-30 DAYS IN DURATION
L PHASE 1 « SAFE ITEMS (GREEN CATEGORY)

| « THE GOAL IS TO REDUCE INFLAMMATION
AND SYMPTOMS

AN

PHASE 2 « TEST UNSAFE FOODS ORAL CHALLENGE

{ Y 20-30 DAYS IN DURATION
 + THE GOAL: ADD MORE SAFE FOODS

« 30-60 DAYS IN DURATION

 ORAL CHALLENGE WITH UNTESTED
FOODS

 THE GOAL: VARIETY, ADDITIONAL FOODS

PHASE 3




PEER-REVIEWED MANUSCRIPTS
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PUBLICATIONS IN PROGRESS/
PREPARATION

1. Zarini GG, Masters J, McLean MA, Strobel CT. Clinical and anthropometric
improvements with a tailored dietary approach for pediatric Crohn’s disease.
Pediatric Health, Medicine and Therapeutics, 2020. Under review.

2. Braunstein N, Hogan M, Diaz R. The Lifestyle Eating and Performance (LEAP)

program for improving quality of life in women with PCOS: A pilot study of dietitian-
directed therapy. In preparation.

3. Zarini GG, McLean MA. Tailored oligoantigenic based dietary approach for migraine.
In preparation.



RESEARCH STUDIES IN
DEVELOPMENTAL STAGE - 2021

* Prospective IBS Study— Effectiveness of the LEAP program for the
treatment of Irritable Bowel Syndrome (IBS).

Outcomes:

— Plasma cytokine levels
— IBS symptomatology
— Quality of life

» Prospective plasma inflammatory biomarkers in disease
management

» Population studies in loss of oral tolerance in multiple diagnosed
disease
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Lifestyle Medicine: Health Restored

Title: Tailored Dietary Approach to Manage Irritable Bowel Syndrome

Susan Linke, MBA MS RDN LD CLT, Jan Patenaude, RDN CLT, Gustavo Zarini, PhD RD & Michael
McLean PhD

Background: Irritable Bowel Syndrome (IBS) is more prevalent in women than men, and IBS symptoms
negatively affect their Quality of Life (QoL).

Objective: We investigated the effectiveness of a tailored dietary approach to managing IBS
symptomatology and QoL among women.

Methods: The retrospective study included women (n=21) with a physician diagnosis of IBS. Blood was
collected, and the Leukocyte Activation Assay-MRT (LAA-MRT) was performed using Flow Cytometry
Systems by Oxford Biomedical Technologies, Inc. White blood cells reactivity was analyzed using a LAA-
MRT software to scale the degree of an adverse immune response to 150 food and food-chemical
antigens. The Lifestyle Eating and Performance (LEAP) program is an oligoantigenic dietary approach
based on the LAA-MRT results, which was administered by a dietitian. A symptom survey was used to
evaluate the severity and frequency of gastrointestinal (Gl) symptoms and were quantified from a scale of
0 (low) - 4 (high) with a possible score of 0 to 36. Quality of life was measured by the Short Form-36 (SF-
36) Health Survey. Scores from the eight SF-36 domains range from 0 to 100, with a greater score
signifying a more desirable health state. Institutional Review Board (IRB) approval was received to
conduct research.

Results: The patients’ mean age was 42.6 years and had a BMI of 25.8 kg/m?. Mean follow-up time from
the first to the second visit was 19.9 days. Adjusted linear mixed models showed a significant reduction in
Gl symptoms associated with IBS (16.6 vs. 6.7, P<0.001) and increase in QoL [physical functioning (81.1
vs. 90.6, P=0.003), role physical (27.0 vs. 78.3, P<0.001), vitality (30.2 vs. 57.9, P<0.001), bodily pain
(47.4 vs. 73.1, P=0.003), and emotional well-being (61.6 vs. 77.8, P=0.003).

Conclusion: Findings from the study support using the LEAP program as an adjunctive treatment option
for women with IBS. Tailored dietary approaches are needed to advance the care of IBS patients.
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WEBSITE

Updated —» Updated —»
Oxford Biomedical Research Page
Technologies, Inc. Website

https://www.nowleap.com/ https://www.nowleap.com/research/
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