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One Family’s Perspective of Participating
in a Peanut Patch Trial

By Sharon Wong, M.Ed.

[ am very pleased to share with you about our family’s experience regarding the OLFUS-
VIPES peanut patch trial and an update about what has been publicly shared via DBV
Technologies in the press and at allergy conferences. While I'm delighted with my son’s
progress, he is just one of 171 participants in the current phase IIb trial and his experiences
should not be considered indicative of the final results. | eagerly await the publication of
the conclusions that includes the data from all of the trial participants and pending FDA
approval as a treatment for peanut allergy.

Our Family’s Life with Food Allergies

Our happy go lucky son was full of life and spirit but never discouraged by his weepy
rashes, prolonged respiratory illnesses, or random vomiting as a baby and toddler. Our
previous pediatrician was of no help. When we finally realized our son had food allergies
and received proper diagnosis from our allergist in 2006, my husband and I tried our best
to keep our son safe by being careful of what he ate, by taking his epinephrine auto-
injectors everywhere we went, and by keeping his environment at home and at preschool
as allergen safe as possible. We wanted the best for our son and provided support so that
he could grow and thrive and not be held back nor defined by his food allergies, asthma,
and eczema.

However, it is difficult to live life fully when one is blindsided by traces of peanuts
everywhere. Being in a classroom with a trash can full of granola bar wrappers, walking
past a restaurant that serves free peanuts, and a lifeguard snacking on nuts during swim
lessons were all situations which caused my son to have minor reactions. Each accidental
exposure prompted us to pause and assess his symptoms and decide what to do. Do we
wait and see if his symptoms would diminish naturally? Does he need antihistamines or
epinephrine? What's our exit strategy if he needs medical attention right away at an
emergency room?
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My son’s allergic symptoms to minute amounts of peanut protein would subside most of
the time but there was the one time his symptoms continued to escalate despite taking
antihistamines. My husband was out of town and I was afraid of letting my son go to bed
with worsening allergy symptoms for unknown reasons, so I took him to the nearest
emergency room for my peace of mind. The doctor concluded my son was experiencing
anaphylaxis and ordered a shot of epinephrine which immediately made my son feel better.
[ later found out that his reaction was due to sitting next to someone who ate a small
amount of peanuts earlier. My take home lessons from that night were 1) I can trust my
instincts, 2) never drive to the ER again (call 911 instead) and 3) epinephrine works
quickly.

Confronting Our Fears and Finding Hope

Our trusted and beloved allergist, Dr. B., is always spot on but I can be slow to catch on.
When he first told me about the food allergy clinical trials at Stanford by Dr. Kari Nadeaul, I
was too scared to call her because I didn’t even know that there were potential food allergy
treatment options under investigation let alone understand what they were and how would
they help my son.

Then we came face to face with reality when my son needed epinephrine after merely
sitting near someone who had eaten a small amount of peanuts hours earlier. | wasn’t upset
with my friend but felt devastated by the severity of my son’s peanut allergy and couldn’t
stop myself from bursting into tears at the most awkward moments for the next few weeks.
My husband and I couldn’t resign to feel helpless and subject to the random tyranny of
anaphylaxis and neither could our son. Even at 9 years old of age, he understood he needed
Dr. Nadeau'’s expertise.

When I finally reached out to Dr. Nadeau in early 2012, she very kindly explained that there
were no openings in her current oral immunotherapy trials (OIT) but she could screen him
for a peanut patch trial later in the year. She assured me that the peanut patch trial would
be safe, that the most common symptom from wearing a patch was a localized rash, and if
the patch caused too much irritation or a reaction, we can remove the patch.

My son’s safety was my main objective. [ feared he was “too allergic” to participate in a trial
but I desperately needed for him to be less at risk of anaphylaxis from traces of peanuts
and not develop any unintended side effects associated with any potential treatment.
Would she treat people with a history of reactions to airborne peanuts? I'm so grateful for
her compassionate reply that those with severe allergies need help the most. I felt hopeful
for the first time in a long time.

Year 1: Embracing the Research Process

My son’s first OLFUS-VIPES clinical trial screening appointment was in December 2012.
The screening process includes evaluating a prospective participant’s medical history
(blood tests, skin tests, history of reactions, and other health conditions), answering any
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questions that family members or the patient might have about the trial, and choosing to
consent or not. It's necessary to include patients who are severely allergic to peanuts but
who can safely participate according to inclusion and exclusion criteria, all of which are
available on clincialtrials.gov.

Once enrolled in the study, there are additional allergy skin prick tests, blood tests, and a
double blind placebo controlled food challenge (DBPCFC) to confirm that the person is
indeed allergic to peanuts and to establish a baseline. Every visit includes a physical
examination, spirometry to check for lung function, and continuous monitoring of vital
signs during food challenges. I'm glad that patient safety is of utmost importance.

A DBPCFC takes place over two days, one day for placebo doses only and a second day for
just peanut doses. Small amounts of doses are given in increasing amounts every 30
minutes. However to prevent biases in the results, neither the patient nor the medical staff
members know what is mixed into the chocolate pudding. The medical staff members
closely observe during the DBPCFC, continuously monitor vital signs, and stop the
challenge as soon as there are objective symptoms which are graded for severity according
to Bock’s criteria. The DBPCFC is repeated every 12 months to monitor progress.

We fully embraced the risks, uncertainties, and potential benefits of participating in a food
allergy clinical trial in order to help advance a cure for food allergies and have a chance for
a safer future. We didn’t know whether he would be in the placebo group or treatment
group. We didn’t know what would happen at the end of the year. We didn’t know what
would happen to his other food allergies. We just needed to trust that the daily treatment of
the patch and the periodic testing at the clinic would be safe.

[ believe the DBPCFC are admittedly the most mentally and physically difficult part of being
in the trial while the daily life experiences with the peanut patch are very easy. The
DBPCFC is necessary for the purposes of the clinical trial research to confirm that one is
severely allergic by reacting to an amount less than 1 peanut and not allergic or reactive to
the placebo doses. Additionally the initial challenge helps to quantify one’s starting baseline
and to provide data to answer questions such as “Is Viaskin Peanut safe and effective?”

Most of us are familiar with skin tests and blood tests as part of the food allergy diagnosis
process. And when there’s a glimmer of hope that one might have outgrown their food
allergy, then there’s a good reason to take a risk in ingesting a known allergen. But when
one is faced with eating an allergen until one has an allergic reaction, each dose requires
courage and determination for all parties involved.

I'm so thankful that a friend and I decided to team up and schedule all of our appointments
together for support. Our sons have become good friends and encourage and motivate each
other through their toughest moments. My heart fills with pride and admiration for my son
and his Peanut Patch Pal when they face their fears and overcome physical discomforts
with courage and a healthy sense of humor.
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Baseline DBPCFC Confirmed What We Already Knew

After a final check of his vital signs, skin, and throat, my son had his first taste of chocolate
pudding with 1 mg of peanut (or placebo) with chocolate pudding on a tiny spoon and the
plan was to wait and observe for 30 minutes and then take additional doses every 30
minutes. My son started to cough, his face turned red, and the doctor could see his throat
start to swell. His challenge was over within the first few minutes and his symptoms
subsided after a dose of antihistamine. We stayed at the hospital for 3 more hours for
monitoring.

He ate all of his placebo doses without incident during day 2 of his DBPCFC and qualified
for the trial. We learned from our first DBPCFC that my son had an immediate reaction to
1/240t of one peanut. It was sobering to realize that such a small amount could have such
a concerning effect on him. I felt grateful that our family’s constant vigilance was effective
in keeping him safe and that we could hope that the patch will help him be desensitized.

Daily Life with Viaskin Peanut

My son received enough patches until his next appointment. The patches are about the size
of a coin and are applied on healthy skin. We apply the patch every day on his back while
teens and adults apply the patch on their upper arm and secure the patch in place with a
piece of Tegaderm, an adhesive film.

There are no activity restrictions while wearing the patch. We were asked to avoid peanuts
and his other allergens during the trial and to record any unusual symptoms, illnesses, or
allergic reactions in a journal.

We knew that he had a 25% chance of receiving one of the following in the VIPES study:
placebo (doesn’t contain any peanut), 50 mcg, 100 mcg, or 250 mcg peanut but we didn’t
know which one because the VIPES study was blinded. He has blood and skin tests to
monitor his progress periodically and annual DBPCFC every December.
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End of Year 1 DBPCFC

One year later, my son had his second DBPCFC in December 2013. He breezed through his
day 1 and on the day 2 of his DBPCFC he immediately recognized the taste and sensation of
peanuts in his first dose of 1 mg. He looked uncomfortable as he sat quietly for the next 30
minutes. Tina Dominguez, the Physician Assistant who works with Dr. Nadeau, checked
him thoroughly and couldn’t find any observable symptoms.

My 10 year old son ate his second dose of 3 mg of peanut protein in chocolate pudding and
[ held my breath in anticipation. He didn’t look well and Tina confirmed that his breathing
was affected. She stopped the challenge, treated his symptoms with antihistamines, and his
symptoms quickly resolved with monitoring for the next few hours.

We learned this time around that we could trust our instincts. My son knows when he’s
eating a miniscule amount of peanuts and I know that his outward signs of distress are
clues that something is happening inside.

It seemed likely he had the placebo patches given the negligible improvement but we could
only guess because the trial was still blinded. One year of placebo was the same as one year
of doing nothing, didn’t cause him any harm, and didn’t really matter in the grand scheme
of things. We were happy to learn that my son was invited to participate in an extension
trial for the next two years.

Year 2 with 250 mcg Dose Peanut Patches

Early results of the VIPES study demonstrated that people in the 250 mcg peanut group
had robust results. Therefore all participants in the Open Label Follow Up Study (OLFUS)
would switch to the optimal dose patches for 24 months. The participants who achieve a
certain level of tolerance at the end will go two months without treatment and then be
assessed for sustained unresponsiveness.

We consented to the OLFUS extension trial, went home with more patches, and carried on.
The new patches caused some redness and swelling under the patches, but those
symptoms subsided gradually within a few weeks. He hasn’t experienced any additional
discomfort or side effects from the 250 mcg peanut patches since then.

End of Year 2 DBPCFC

At his December 2014 visit, Tina confirmed that my son was in the placebo patch group the
first year and the 250 mcg peanut patch the second year. He had his usual spirometry,
physical, skin and blood tests to check whether he is healthy enough to proceed safely in
another round of two days of DPBCFC. We weren’t sure what to expect when his last
cumulative reactive dose was 4 mg the year before and the starting dose was 10 mg this
time around.
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He breezed through his doses on day 1 of DBPCFC. We guessed that his chocolate pudding
contained placebo doses on day 1 and day 2 would probably contain peanuts. Much to my
surprise and unlike the first two years, day 2 was easy. Even though he could taste the
peanuts, he consumed the first 4 doses over two hours without discomfort while playing
and talking with his Peanut Patch Pal and my other son.

Each dose exceeded my expectations as my son ate them in a matter of fact way. I observed
with admiration, amazement, and anticipation. He ate his fifth dose of 1,000 mg of peanut
and within minutes he vomited twice and he achieved a cumulative reactive dose of 1,440
mg. Tina gave him some antihistamines and he nonchalantly went back to playing
computer games with his Peanut Patch Pal for a few more hours of monitoring.

A New Beginning for Now

Our family has come a long ways from our early days of managing our son’s multiple food
allergies. We struggled with the dilemma of are we too scared to seek out a treatment or
are we too scared of doing nothing. We embraced any uncertainty regarding the outcome of
a clinical trial because it was a chance to help my son while benefiting others with his
participation in food allergy research.

My son nears the end of his OLFUS-VIPES trial. He continues to change his 250 mcg peanut
patches every day. We still avoid peanuts and his other food allergies, carry epinephrine,
read ingredient labels, and work with his school to accommodate his food allergies. He is
still considered allergic to peanuts but his tolerance has increased from 1 mg to 1,440 mg
of peanut protein, nearly the equivalent of 6 peanuts and an amount hopefully much
greater than random amounts of peanuts in the air.

Even though I was aware of his improved tolerance, we slowly let our guard against minute
amounts of peanuts. We learned to walk by restaurants that serve free peanuts casually
instead of fearfully. We feel more comfortable about traveling longer distances and dining
in restaurants with precautions in place. Each mini-success gives us confidence and
improves our quality of life. My son is happier and healthier.

Our family has been very happy with our son’s participation in the peanut patch trial. We
feel that the clinical trial protocol has been safe for him and the patch has been convenient
to use, without activity or dosing restrictions. We will gladly continue to do everything
necessary to keep him safe due to his other food allergies, which are manageable.

We don’t know what the future may be regarding the outcome of the trial or what will
happen at his next DBPCFC at the end of the year. Regardless, we do believe he is much
safer and we couldn’t be where we are without acknowledging the following:

e Our friends and family members who have been supportive about going out of their
way to keep my son safe and kind with encouraging words, heartfelt prayers, and
practical help.
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Our Peanut Patch Pal, his parents, and all the other peanut patch families we have
met along the way. They have become an invaluable support at our appointments
and in the days in between.

My son’s school administrators and teachers who have been unconditionally
supportive and work with us to keep him safe at school as well as work with him to
make up missed lessons and assignments due to his lengthy appointments.

Dr. Nadeau, Tina, and the rest of the staff at Sean N. Parker Center for Food Allergy
Research have been incredible at putting us at ease while keeping my son safe as we
move forward together.

Most of all, we are grateful to Dr. Pierre-Henri Benhamou and DBV Technologies for
developing Viaskin Peanut.

[ have so much hope for the future of food allergies. Please wish my son luck and send good
thoughts and prayers for him in December for his next round of DBPCFC, thank you!

Quick Facts About DBV’s Viaskin Peanut

DBV Technologies is a French biopharmaceutical company that is researching and
developing Viaskin Peanut. Research is underway to develop patches to treat milk
and egg allergies as well. This type of treatment through the skin is also known as
Epicutaneous Immunotherapy (EPIT).ii Be sure to watch the video on DBV’s website.

Viaskin Peanut patch is a coin sized self-adhesive disc which is changed daily and
applied on either the back for young children or on the upper arm for teens and
adults over healthy skin. Each patch contains a tiny amount of peanut powder on it
and when applied on the skin, the patch becomes a condensation chamber where
sweat accumulates. The sweat solubilizes the peanut protein which allows the skin
to absorb the peanut. Langerhan cells transport the peanut protein into the lymph
nodes where immune activity takes place. The peanut protein never enters the
bloodstream, thus reducing the risk of anaphylaxis.

July 2012: Phase IIb VIPES trial launched and is notable for being the largest
international clinical trial with 221 patients at 21 centers in Europe and North
America. This trial compares the results of using placebo patches and patches
containing 50 mcg, 100 mcg, and 250 mcg of peanut protein.ii

February 2013: Researchers announced phase Ib study results and determined that
the main side effect is a localized rash. They concluded that the patch is safe and
convenient.lV

July 2013: NIAID sponsors a separate peanut patch study, DAIT COFAR6 and this
study compares the results of 75 patients wearing placebo, 100 mcg peanut, or 250
mcg peanut. For more details, visit the study record posted on clinicaltrials.gov.”
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e March 2014: DBV announced results of the Arachild study. After wearing 100 mcg
peanut patches for 18 months, 67% of participants (15 people) were able to tolerate
10x more than their baseline but only 4 were able to ingest more than 1000 mg of
peanut protein. There were no severe adverse events and localized rashes were
common.!

e September 2014: DBV announced that VIPES met trial endpoints and determined
that the 250 mcg peanut patch is most effective and associated with a significant
increase of [gG4. More than 50% of children in the 250 mcg group were able to
tolerate more than 1000 mg. There was a high rate of compliance with the
treatment and a low rate of drop outs from the trial. There were no severe allergic
events such as anaphylaxis related to the patch.vi

e VIPES trial participants were invited to an extension study (OLFUS) for an
additional 24 months of treatment with the 250 mcg peanut patches. Those who
achieve desired tolerance would continue on in the trial for 2 more months without
treatment to assess sustained tolerance. Every subject using the placebo, 50 mcg
and 100 mcg peanut patches were switched to the 250 mcg peanut patches during
the OLFUS-VIPES trial.viii

e April 2015: DBV announced that the FDA considers Viaskin Peanut as a
breakthrough therapy due to positive Phase IIb results thus far. Viaskin Peanut is
considered a breakthrough because there is no other FDA approved treatment for
peanut allergies and the treatment results are significantly better than the placebo
results.ix

e Phase III Viaskin Peanut trial (PEPTITES) will launch in early 2016. If interested,
discuss with your doctor to possibly enroll at a facility near you. One can search on
clinicaltrials.gov for more details about the PEPTITES trial as it becomes available.x

¢ Pending FDA approval and further research, the peanut patch might be available in
2018. And we can look forward to more information regarding what is the length of
treatment (possibly 3 years?) and what happens at the end of treatment.

Thank you Tina L.R. Dominguez, PA-C, MMS for reviewing this update for accuracy.

A copy of this update with live links and additional information will be posted on
www.NutFreeWok.com.

About Sharon Wong, M. Ed.

Sharon is a Mom, Advocate, and Blogger. She lives in the San Francisco Bay Area with her
husband and two sons (a high schooler and a middle schooler). She was an educator before
becoming a full-time stay at home mom. She has been managing her son’s severe food
allergies to peanuts, tree nuts, and many other foods since 2006. She figured out ways for
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http://www.nutfreewok.com/

her family to manage her son’s food allergies, travel, dine in restaurants, and attend school
safely and life was great.

Sharon’s advocacy began in 2011 when one son had allergic reactions to traces of peanuts
and when her other son had new food allergy diagnosis which led to school
accommodation issues. It was a challenging time but Sharon learned to advocate with the
help of friends all over the country, to whom she is grateful. She is passionate about
supporting food allergy related research, legislation, awareness events, local advocacy in
her community, and encourages others to find their own ways to make a difference in the
food allergy community.

She blogs at Nut Free Wok where she shares her Allergy Aware Asian Fare recipes, cooking
techniques, Asian ingredients, and food allergy related awareness and advocacy issues. She
loves to cook with her children and to teach them how to prepare their favorite meals. She
comes from a large family and enjoys cooking, sharing food and fun times with friends and
family. And she started her blog so that Nut Free Wok readers may learn to make their own
Asian meals and adapt recipes to suit their food allergy concerns.

"http://med.stanford.edu/allergies.html

" http://www.dbv-technologies.com/en/epit

" http://clinicaltrials.gov/ct2/show/NCT01675882

v JACI February 2013, Volume 131, Issue 2, Supplement, Page AB91 OR http://www.jacionline.org/article/s0091-
6749(12)02993-4/abstract

¥ DAIT COFARG study https://clinicaltrials.gov/ct2/show/NCT01904604

"' http://www.medpagetoday.com/MeetingCoverage/AAAAI/44570

vii

DBV September 22, 2015 Press Release, http://www.dbv-technologies.com/en/investor-relations/regulated-
information/1521,phase-llb-clinical-trial-vipes

Y https://clinicaltrials.gov/ct2/show/NCT01955109

X DBV April 9, 2015 Press Release, http://media.dbv-technologies.com/a6bf4/ressources/ pdf/2/1875,PR-Viaskin-
Peanut-Breakthrough-desi.pdf

“DBV June 23, 2015 Press Release, http://media.dbv-technologies.com/a6bf4/ressources/ pdf/2/20188,PR-
Regulatory-clinical-pathway-vias.pdf
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