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Something extraordinary 
is happening here. 
FOUNDER’S LETTER 2018

I often say that what happens at TPIRC is nothing short of extraordinary.  
From watching the total transformation of a child who successfully passed a 
75-peanut challenge after believing he would never be able to safely eat in 
a restaurant; to the joy of a transplant patient as she takes her first breaths 
with a set of healthy lungs; to the complex immune deficiency patient who 
successfully completed her first year of college with a 3.8 GPA, once unable 
to attend school for more than two weeks at a time; to holding back tears 
with a 38-year-old, now healthy Cystic Fibrosis patient who just realized he 
has outlived the median life expectancy for patients who suffer from his 
same affliction – each of those moments represent but a glimpse of the 
many extraordinary moments that we are privileged to experience at TPIRC.  

As I look back over the past decade of our work, 2018 stands out as an ex-
traordinary year.  Whether you measure success by patient growth, meeting 
organizational objectives, advancing on expansion plans, achieving research 
goals, or exceptional patient outcomes, TPIRC continues to execute on its 
mission to restore hope, advance discovery, and empower communities for 
patients and families impacted by rare and orphan diseases.  

As we grow by leaps and bounds, it has become increasingly more evident that 
our integrated model is uniquely and aptly designed to address the growing gaps 
in healthcare.  The TPIRC model harnesses the synergy of clinical therapeutics, 
research, and advocacy – three pillars in healthcare – under one roof.  More 
than ten years into this journey, I see the power of this model day in and day 
out in everything we do.  

From the outside looking in, the success of the model is perhaps most visible 
in what is our largest proof of concept – the Southern California Food Allergy 
Institute.  SoCal Food Allergy – as it is often called – is the food allergy division 
of TPIRC.  A disease affecting more than 15 million families in the United States, 
food allergy is no longer considered a rare disease, but rather, an orphan disease.  
At the heart of our mission is for TPIRC to provide a medical home for patients 
who suffer from rare and orphan diseases, many of whom have lost hope, 
have no dedicated center for treatment that truly improves their outcomes, 
and continue to find themselves isolated with no foreseeable solutions to 
their crippling health care concerns.  Food allergy most certainly falls into this 
category.  For nearly a century, there have been no major advancements for 
those who suffer from food anaphylaxis.  Those who are diagnosed are simply 
told to avoid their allergen and carry epinephrine.  The lifestyle of avoidance is 
increasingly more difficult as evidenced by the fact that every three minutes 
someone is whisked to the ER with an anaphylactic reaction.  Tragically, dozens 
of food allergy sufferers die every month due to an accidental exposure, many 
of these deaths even after receiving epinephrine.

I am often asked, Why?  Why did I build the mission that is TPIRC?  Why challenge 
the status quo with such a broad, overarching goal?  Quite simply, I was 
bothered with what I saw early in my career in medicine.  My multi-faceted, solid 
organ transplant background allowed me to see complex solutions for complex 
problems.  I believed a complex problem such as food anaphylaxis also deserved 
a complex, organized approach to diagnostics and treatment.  Old models were 
not effectively addressing these issues.  Utilizing my transplantation experience, 
I began to question how we could approach food allergy in the same way we 
approach organ transplant.  Harnessing the power of enormous quantities 
of data from the study of the immune system, the allergens themselves, and 
the biomarkers evident in patients before, during, and after treatment – the 
methodology of the Tolerance Induction Program was tested and proven and is 
now expanding at an incomparable pace.  

Our integrated model is 
uniquely and aptly designed 
to address the growing gaps 
in healthcare.
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Fast forward to 2018 and the Southern California Food Allergy Institute is 
officially the single largest food allergy treatment center in the world.  With 
unmatched safety, the Tolerance Induction Program has celebrated more 
than 3,000 graduates who have achieved true food freedom – the ability to 
eat whatever they want, whenever they want, without restriction or reaction.  
We continue to set the bar high in food allergy treatment with unparalleled 
outcomes and unrivaled predictability.  The predictive ability of data analytics 
allows children to move steadily through the program, conquering allergen 
after allergen with safety and expediency until they achieve true tolerance.  
The end result is remarkable – true food freedom – a concept once not only 
unattainable but unthinkable for these children and their families.  

The TPIRC model has clearly proven itself time and time again in our Tolerance 
Induction Program for the treatment of food allergies.  Not only have we 
established a secure, sustainable, and successful treatment program, we 
are building a scalable model of success such that the Tolerance Induction 
Program can be offered in every major city in the United States.  Our goal is 
for every child who suffers from life-threatening food allergies – an estimated 
eight million and growing in the U.S. alone – to safely eat whatever they want.  
The goal is ambitious but attainable.

The TPIRC model of data-driven research and clinical therapeutics is not 
limited to success in food allergy.  We are seeing extraordinary results across 
our four additional areas of focus, as well – Cystic Fibrosis, Bronchiectasis, 
Airway Inflammatory Disorders, and Immunodeficiency.  The emphasis on 
“big data” within an integrated model that resulted in the Tolerance Induction 
Program and its unprecedented results has tremendous application for each 
disease that we treat.  Let’s consider just a few of the numbers.   }}}}}

Food Allergy:

3,000+ 
Graduates

99% 
Success Rate

More than 
900 

challenges per 
month as of 

December 2018

Still Zero need 
for the use of 
epinephrine 
in more than 

28,000 challenges

Cystic Fibrosis:
TPIRC actively treats 
more than 60 
Cystic Fibrosis patients

TPIRC’s Average Lung 
Function score for 
pediatric patients is at 
98% -- more than 20% 
higher than the national 
average of 75%
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Bronchiectasis:

Treating over 140 
patients with a 
bronchiectasis 

diagnosis

TPIRC patients 
average a 90% 

reduction in 
hospitalization

Airway Inflammatory 
Disorders: 120+ patients

Successful diagnosis 
for many patients for the first time 
in their lives, leading to a tailored, 

precision medicine treatment approach 
with above average outcomes

Immunodeficiency:

Nearing 300 
pediatric patients 

and over 200 
adult patients

Emphasis on 
early diagnosis 

and data 
analytics
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Day in and day out, TPIRC continues to execute on its mission – to advance 
treatment discovery at a pace which helps our patients today, while building 
a scalable model of success to accelerate the rate of research discovery for 
all diseases.  When I look ahead, there are a few words from our mission 
statement that continually drive us to do more and will guide our activities 
over the course of the next year – “building a scalable model of success.”

What exactly does “building a scalable model of success” look like in 2019?  It 
comes down to four primary areas of focus:  Software Development, a pro-
prietary Diagnostics Laboratory and Biobank Repository, a comprehen-
sive Learning Management System to train new providers and caretakers in 
TPIRC’s proven model, and a Food Preparation Lab positioned to automate the 
growing demand for dosing within the Tolerance Induction Program.  

Software Development 
Data is at the heart of everything we do.  “Data” or “big data,” if you will, can be 
a difficult concept to clearly understand.  But data is incredibly powerful.  The 
collection of data in large amounts allows it to be assessed in terms of analytics 
or applied mathematics.  Essentially, it is the study and analysis of data that led 
to the Tolerance Induction Program and continues to drive our unprecedented 
outcomes.  Data drives the development of each individualized treatment plan 
for every patient who enters our clinic.  Until recently, the data collection and 
analytics process toward treating patients has involved dozens of individuals, 
including myself, to ensure the data output is matched toward the patient’s best 
outcome.  Given the sheer volume of new patients seen at TPIRC each month, the 
design of specific software with the ability to absorb this volume of new patient 
data and treatment demands is a priority.  

As the amount of data we collect and study continues to grow, quite literally 
to one billion data points, it is imperative that we develop next-generation 
software that can manage our data and the novel ways we utilize it.  This 
software must be custom developed – there is simply no parallel for what 
we do in any existing software – and its development will directly impact our 
ability to scale.  Data is woven through our entire process – beginning more 
than 10 years ago – and will always play a critical role in TPIRC’s success, not 
only for the diseases we treat today, but those that this model will impact in 
the future, as well.  For each new patient, the data collection process begins 
from the very onset of treatment with extensive diagnostic testing, and it 
continues through the study and analysis of that data to identify endotypes, 
drive treatment models, ensure safety, and open pathways of understanding 
for patient-directed research and ever-improving treatment models.  The key 
to this process and the ability to replicate the safe and effective growth of our 
model lies in the development of fully-integrated software.

This is a costly but necessary endeavor.  We have 
already made important strides in 2018, laying the 
foundation for Phase I of the software’s development, 
scheduled for a 1st Quarter 2019 preliminary trial.  
While the full funding for this project is not yet in 
place, its critical need drives us to move the needle 
further even as we seek the support necessary to see 
it through to completion.  Our goal is to see Phase I 
fully implemented, positioning us to open our third 
and fourth sites in Southern California before the 
end of the coming year.  

2018 ACHIEVEMENTS: 

^ Assembled a dynamic team of software 
engineers

^ Developed a complete machine learning 
model toward analytics

^ Built the framework of the software platform to 
be used by physicians, scientists, and patients

It is imperative that we 
develop next-generation 
software that can manage 
our data.
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Centralized Data, Biobank Repository 
and Diagnostics Laboratory
Greater integration of processes results in better data integrity, improved 
capability, scalability, and our ability to reach true potential.  With data 
and diagnostics as the foundation of increasingly more effective treatment 
modalities, a centralized data, biobank repository and diagnostics laboratory 
is vital to our success.  

TPIRC cannot conduct research or treat patients without access to diagnostic 
laboratories.  Traditional laboratories are ridden with roadblocks to our progress 
and scalability.  The restricted availability of draw times and stations and the 
high costs alone drove me to seek better solutions for our patients.  But even 
more, TPIRC will continually be limited by the diagnostics and testing capabilities 
of external facilities.  We can only secure the data that the laboratories on 
which we depend are willing and able to provide.  At present, there is only one 
external lab in the country that is able to provide the full panel of diagnostics 
upon which we rely to develop each child’s individualized treatment protocol in 
the Tolerance Induction Program.  The limited availability and even inability of 
third-party laboratories to meet our need hinders our growth and scalability.  

It is for those reasons and many others that I am proud to announce TPIRC will 
be opening its own diagnostic laboratory – “Foundation Labs” – by the end of 
the year.  We have already made significant strides to that end, acquiring space 
inside the building where TPIRC and SoCal Food Allergy are already housed, 
assembling a highly qualified team under the direction of a Lab Director with 
extensive experience at the managerial level, obtaining federal accreditations 
and permissions to operate under critical regulation, and purchasing three tons 
of state-of-the-art equipment to conduct the spectrum of testing needed for our 
patients.  Phase I of Foundation Labs is slated to open to the public before the 
end of 2018, with full operational capacity projected for mid-2019.  

Foundation Labs opens a world of possibilities to us.  Aside from being the 
first food allergy diagnostics laboratory in the nation, the ability to interface 
real-time diagnostics with real-time data analysis is a first-mover for TPIRC.  
With the data collection process in-house, we can manage the entire flow 
of data – from start to finish – and we expand exponentially our ability to 
collect even more data to continually study and analyze, driving our research 
processes and ultimately leading to the fulfillment of our primary mission – 
advancing discovery at a pace which helps our patients today.  I look forward 
to further expansion of data and discovery in 2019 with the development of 
a long-term biobank repository allowing us to study patient specimens over 
years and decades of time.  This unheard of, long-term modeling of data and 
specimens gives us the greatest opportunity to rapidly discover new markers 
and treatments at an unprecedented pace.

2018 ACHIEVEMENTS: 

^ Acquired a 3,000 ft2 space to house the 
laboratory, just one story down from the 
TPIRC and SoCal Food Allergy Clinic  

^ Recruited a nationally-recognized pathologist, 
Dr. Lu Song, as Laboratory Director; Peter Ngo 
as General Laboratory Supervisor; and a team 
of talented lab technicians and phlebotomists 

^ Secured Federal and State CLIA and COLA 
certification

^ Purchased and installed five unique 
instruments for the Phase I build of 
Foundation Labs

I look forward to further 
expansion of data and 
discovery in 2019 with the 
development of a long-term 
biobank repository.
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Learning Management System
TPIRC is on the cutting edge of modern discovery and treatment.  Our continued 
success and our capacity to scale depend on our ability to recruit and train 
scientists, doctors, and practitioners who share our approach and understand 
our model – providers who are open to novel therapies and are willing to 
continually apply new data and research to improve patient outcomes.  This 
is not an easy task.  Recruitment in and of itself is a challenge.  While we have 
an exciting opportunity for doctors and providers to pioneer treatment and 
trailblaze new therapies, what we do and how we do it is dramatically different 
from the average doctor’s office.  It requires an open mind and a commitment 
to the data and the process.  It also demands compassion and empathy – 
necessary traits to earn patient trust and compliance.  

Even more, once we have successfully recruited talented, willing, and culturally-
suitable providers, it is imperative that they are trained to safely and successfully 
administer protocols such as the Tolerance Induction Program.  We must 
develop a comprehensive learning platform and certification program to ensure 
each provider is fully equipped and prepared.  While internships, shadowing, 
and one-on-one training have served us well to-date, as we scale, we must 
ensure that each new provider is armed with the same knowledge, guidelines, 
protocols, and practices.  I have personally dedicated a significant portion of my 
time to developing the content for this platform.  It is an arduous task, but again, 
essential to our continued growth and expansion.  Over the summer, we were 
privileged to welcome David Alexander to our team to drive our training and 
learning initiatives.  David served many years with the National Aeronautics and 
Space Administration (NASA) training astronauts on complex processes and 
procedures.  David, now serving as our Learning Management Specialist, brings 
to TPIRC the tremendous skill to simplify and explain that which is complex in 
a learning model which efficiently trains the next members of the TPIRC staff 
and faculty.  His expertise and dedication to the detail and intricacy required to 
accomplish this platform is a true asset to our team.  

2018 ACHIEVEMENTS: 

^ Successfully recruited and trained four MDs and eight Nurse 
Practitioners 

^ Established preliminary framework for Phase I of training for Physicians 
(Pulmonary, Immunology and Allergy)

^ Acquired the learning management platform to power training and 
certification

^ Recruited a NASA-certified Learning Management Specialist 

We must ensure that each 
new provider is armed 
with the same knowledge, 
guidelines, protocols, and 
practices.
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Food Preparation Lab
The fourth and final obstacle to scalable success – specifically related to the 
Tolerance Induction Program – is our ability to mass produce exact and con-
sistent antigen doses for our food allergy patients.  This is a task which has 
gone through many iterations since our inception.  We have grown from 
producing hundreds of doses to over 10,000 doses each month, prepared in-
house and delivered to our patients every day.  These doses of food take the 
form of various types of protein.  Some require processes to be extracted 
and dried.  TPIRC’s data model mandates that our food technicians measure 
each dose within a specific amount of variance to ensure the therapeutic 
effect while maintaining safety.  The success of our program depends on 
the accurate and incremental dosing of real foods in accordance with each 
child’s unique plan within the Tolerance Induction Program.  In order for So-
Cal Food Allergy to truly scale at the pace that food-allergic children across 
the country deserve, it is imperative that we find reliable methods for au-
tomating dose preparation.  While we have made major advancements in 
2018, the process continues to be both cumbersome and dependent upon 
manual labor.  The development of our Food Preparation Lab is a top priority 
as we push towards our mission of building scalable models of success.  

2018 ACHIEVEMENTS: 

^ Standardized, non-cross contaminated production of 10,000 doses per 
month

^ Established a 2,000 ft2 space to house our food preparation facilities

Research
This year has seen notable advancements in our research initiatives.  In late 2017, 
we welcomed Dr. Nathan Marsteller to our team as the Director of Research at 
TPIRC.  A formidable addition to our growing staff, Dr. Nathan Marsteller comes 
to TPIRC from the University of Nebraska in Lincoln (UNL), where he completed 
both his Ph.D. and post-doctorate at the renowned Food Allergy Research and 
Resource Program (FARRP).  At UNL, Dr. Marsteller focused on developing 
animal models in both germ-free and conventional mice, molecular biology, 
immunology, and microbiology.  His hands-on work was designed to advance 
allergenicity safety assessments of novel food proteins.  Dr. Marsteller’s unique 
background and research expertise are ideally suited for TPIRC’s innovative 
research model.  

In just 12 short months, Dr. Marsteller has elevated our research activities to a 
new high.  With Dr. Marsteller on board, we have been able to take advantage 
of partners such as the University of Southern California, LA Bio Med, the 

NICU unit at Miller Children’s Hospital – the largest 
pediatric pulmonary hospital on the West Coast – 
and California State University in Long Beach.  

Under his leadership, TPIRC is studying the inter-
actions of the immune system and genetic regu-
lation as they relate to rare diseases – in particu-
lar, allergy and lung development.  Dr. Marsteller 
aims to develop new diagnostic tools to define 
and understand novel immune biomarkers.  As 
understanding of these biomarkers grows, TPIRC 
is uniquely positioned to identify the underpin-
ning mechanisms of the rare diseases we treat 
– further advancing our mission to provide cut-
ting-edge care and drive treatment discovery at a 
pace that helps our patients today.  

2018 ACHIEVEMENTS: 

^ Completed laboratory build to conduct DNA, 
RNA, and protein research experiments in the 
TPIRC research facility

TPIRC is uniquely 
positioned to identify the 
underpinning mechanisms 
of the rare diseases we treat.
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^ Established and conducted multi-site laboratory experiments to advance 
the field of food allergy and lung disease

^ Recruited Research Associate Anh Duong from Allergan, Inc.  

Administration and Infrastructure
And lastly, I would be remiss if I did not highlight the exponential growth 
in infrastructure and the solidification of our independent financial model 
over the course of the past 12 months.  First and foremost, I am pleased to 
announce that Anoop Lohara, our current Chief Financial Officer, joined TPIRC 
on a full-time basis in November 2018.  Mr. Lohara brings more than 20 years 
of experience in leadership roles across biotechnology, finance, operations, 
and information technology organizations.  His addition to TPIRC will be 
integral in scaling day-to-day operations as well as developing an executive 
team, including the immediate recruitment of a Chief Operating Officer.  I 
am excited to work with our Board of Directors to enhance our executive 
strategy in 2019 with a laser focus on a sustainable, expanded model of SoCal 
Food Allergy and a rapid expansion of the TPIRC data model to its other core 
disease areas.  

2018 also marked a strong financial year for TPIRC and SoCal Food Allergy.  Our 
clinical model is quickly approaching self-sufficiency while our giving remained 
consistent.  Philanthropy continues to play a fundamental role in our ability 
to scale and achieve our goals.  Our financial outlook remains strong and 
ensures that we will continue to grow in an incremental fashion, independent 
of generous giving.  However, philanthropy truly determines the pace at which 
we are able to realize our mission to “build scalable models of success.” As 
we look ahead, our philanthropic efforts and focus will greatly expand in 
2019.  Our commitment to moving the needle provides a tremendous level of 
accountability both to ourselves and those who support us.  

2018 ACHIEVEMENTS:  

^ Team grew by 400% with the addition of 
30 employees in the clinical centers alone, 
including a Patient Liaison specifically 
dedicated to the TPIRC and SoCal Food Allergy 
patient experience

^ Expanded from 4 to 13 clinic rooms, adding 
an additional 3,000 ft2

^ Broke ground on both a first-of-its-kind Studio 
Kitchen, designed to help children and families 
enjoy the foods they once feared in the most 
delicious ways possible, and a Child Life 
Development Room dedicated to addressing 
the emotional and developmental needs of 
patients and families with complex conditions 

^ Expanded Research Laboratory core function 
and equipment – both molecular and cell 
culture

^ Continued Business office expansion, adding 
an additional 3,000 ft2 and now occupying 
space on all 4 floors of our current building

Our philanthropic efforts 
and focus will greatly 
expand in 2019.
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As I survey each area of TPIRC and SoCal Food Allergy, I see continued growth and limitless po-
tential.  Our integrated approach, compassionate culture, vanguard therapies, and innovative re-
search continue to touch thousands of families.  

The future is very bright.  While much has been accomplished, there is much left to be done.  
I remain inspired by the utter transformations that I have the privilege of witnessing every 
day.  The stories of those who have been touched by the gifts of our generous supporters and 
impacted by the work of TPIRC and SoCal Food Allergy continue to empower and incite me to 
grow this organization at a pace that countless afflicted families truly deserve.  

Thank you for being a vital part of our history.  I invite you to continue the journey with us.  
I believe something truly extraordinary is happening here.  Together we can and will make a 
lasting difference for the millions of families who suffer from rare and orphan diseases.   

With gratitude,



TPIRC is a non-profit clinical care and research center that focuses on the 

development of cutting-edge, individualized treatment protocols for rare and orphan 

diseases utilizing comprehensive diagnostic tools and patient-driven research. 

Our mission is two-fold – to advance treatment discovery at a pace which helps 

our patients today, while building a scalable model of success to accelerate the 

rate of research discovery for all diseases.

The Southern California Food Allergy Institute is a cutting-edge clinical care and 

research center that is revolutionizing food allergy treatment. We are dedicated to 

providing innovative and safe treatment for all children who suffer from food allergies.  

Our goal is simple - for all children to safely eat whatever they want.
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