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Chairman Weisz opened the hearing at 4:05 p.m.

Representatives Attendance
Representative Robin Weisz
Representative Karen M. Rohr
Representative Mike Beltz
Representative Chuck Damschen
Representative Bill Devlin
Representative Gretchen Dobervich
Representative Clayton Fegley
Representative Dwight Kiefert
Representative Todd Porter
Representative Matthew Ruby
Representative Mary Schneider
Representative Kathy Skroch
Representative Bill Tveit
Representative Greg Westlind
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Discussion Topics:
e Vaccine exemption form
¢ Vaccine exemption detailed document

Rep. Kathy Skroch, District 26 (4:07) introduced the bill, testified in favor, and submitted
testimony #3173 & #3176.

Kari Roller (4:14) testified in favor.
Brodi Alt, Watford City (4:20) testified in favor and submitted testimony #2670

Alexis Wangler, Co-Founder & President Health Freedom North Dakota (4:20) testified
in favor.

Willow Hall (4:32) testified in favor.

Kolette Kramer, Denbigh North Dakota (4:35) testified in favor and submitted testimony
#3187.

Jay Schroeder, South Heart (4:35) testified in favor.
Dr. Bob Zajac, New Kingdom Healthcare, Eden Prairie, MN (4:36) testified in favor.
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Christine Miller, Bismarck (4:41) testified in favor and submitted testimony #2959.
Travis Zablotney, Minot (4:45) testified in favor.

Julia Petrovic, Rugby (4:49) testified in favor and submitted testimony #3199.
Tara Dukart, Hazen (5:02) testified in favor.

Dr. Ana Tobiasz, Maternal Fetal Medicine Physician Sanford Health (5:06) testified in
opposition and submitted testimony #2583.

Dr. Joan Connell, Pediatrician Bismarck North Dakota (5:14) testified in opposition and
submitted testimony #2515.

Courtney Koebele, Executive Director North Dakota Medical Association (5:29)
introduced Misty Anderson, President of the North Dakota Medical Association.

Misty Anderson, President of the North Dakota Medical Association (5:29) testified in
opposition and submitted testimony #3048.

Kathy Anderson, President North Dakota American Academy of Pediatrics (5:33)
testified in opposition and submitted testimony #2822.

Parag Kumar, Pediatrician Sanford & UND School of Medicine (5:41) testified in
opposition and submitted testimony #3049.

Molly Howell, Immunization Director North Dakota Department of Health (5:57) testified
in opposition and submitted testimony #2530.

Additional written testimony: #2234, #2309, #2326, #2355, #2363, #2389, #2450, #2452,
#2462, #2469, #2474, #2477, #2481, #2507, #2517, #2537, #2538, #2539, #2558, #2568,
#2575, #2586, #2594, #2597, #2606, #2613, #2620, #2621, #2630, #2646, #2652, #2654,
#2663, #2667, #2673, #2690, #2693, #2738, #2755, #2757, #2758, #2763, #2768, #2798,
#2801, #2824, #2827, #2859, #2866, #2915, #2919, #2937, #2938, #2957, #2962, #2965,
#2972, #2980, #2981, #3013, #3020, #3060, #3111, #3113, #3126, #3157, #3179, #3213,
#3225, #3230, #4248

Chairman Weisz adjourned at 6:00 p.m.

Tamara Krause, Committee Clerk
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HB 1468 INFORMED CONSENT FOR VACCINATION
Testimony-House Human Services Committee
Representative Kathy Skroch, District 26

67" Legislative Session

Chairman Weisz and members of the Human Services Committee,

For the record, | am Representative Kathy Skroch, District 26, Lidgerwood, ND,
representing portions of Dickey, Ransom, Richland and all of Sargent counties of
North Dakota.

Thank you, Chairman Weisz and members of the Human Services Committee, for
allowing me to appear before you today to introduce HB1468 which creates a
new section in Chapter 23-12 of NDCC.

This bill is being introduced on behalf of and by the request of concerned
constituents from District 26 and from across the state of North Dakota.

The following concerns were raised and were addressed in part by this bill. There
were complaints of the lack of sufficient information being provided to
individuals, parents and guardians at the time vaccinations are being
administered. Concerns were raised that insufficient information about the risks
and side effects was being provided, was not received until after injections were
received or not having received the information at all. In addition, time was not
provided for individuals to ask questions or receiving answers prior to giving
consent for immunizations.

Additionally, parents and individuals complained of: frequently being ill informed
about the medical, religious or philosophical exemptions found in section
23-07-17.1 of North Dakota Century Code; no access to forms; receiving no
information about the requirements necessary to qualify for an exemption.
Parents, patients and employees have felt rushed, bullied, pressured, and even
threatened to accept immunization injections.
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This in fact has been witnessed by medical and health professionals who often
do not dare identify themselves for fear of retaliation. | have received written
testimony from an employee who was forced to leave a former place of
employment because of raising these concerns to a supervisor. Due to fear of
being terminated from a current health related occupation, this witness will not
put signature to this written testimony.

Section 23-07-17.1 is about a parent’s or individual’s rights for exemptions based
on religious, medical or philosophical grounds but it is not a well protected right.
Subsection 6 and 7, which has been provided, allows for a health officer to easily
overrule any exemption.

In these situations, it is even more important for individuals, especially parents or
guardians making decisions on behalf of their minor children, to be well informed
of both the benefits and risks of vaccinations. In addition, when consent is
granted, a parent, guardian or individual will be more prepared, more vigilant,

should an adverse reaction occur and report these events to their medical
provider.

Since the drafting of this bill some changes were necessary. Amendments were
prepared to make these changes. A fiscal note was also requested. These along
with links to sources are provided below (or see handout with amendments).

Thank you for the opportunity to introduce HB 1468 before the committee today.
This is an important bill to address informed consent to vaccinate and | encourage
a DO PASS recommendation from the committee. Thank you.

Representative Kathy Skroch
District 26
Lidgerwood, ND

Requested a fiscal note, this cannot be prepared until after amendments have
been adopted by the committee and Amendment drafts proposed;

1. Include the definition for biologics unless it can be referenced else ware in
code.



2.Page 1, line 13, after a. (insert) “a current vaccination immunization
statement (VIS) or a vaccine package insert upon the request by the
individual;” and

3. Page 2, line 2 after available (or where this would fit in in proper form) or
on line 5, after that, “uses tactics that threaten, coerce, intimidate, bully or
force an individual to receive a vaccine (under pressure or against their
will), or for the purpose of coercing or pressuring a parent or guardian to
grant permission for a minor child or ward against their (will or wishes) or
violates this section” is guilty of an infraction.

REFERENCES:

https://www.icandecide.org/ican lawsuits/the-food-and-drug-administration-fda-admits-it-has-never-

licensed-any-influenza-vaccine-for-use-by-pregnant-women-and-does-not-have-a-single-trial-

supporting-the-safety-of-this-practice/

https://physiciansforinformedconsent.org/

10/27/2020 Physicians for Informed Consent Publishes Influenza (Flu) Vaccine Risk Statement
“9 Flu Vaccine Facts”

10/3/2020 Physicians for Informed Consent Provides Key Information in Medical Board of
California Hearing, Aims to Protect Patients at Risk of Vaccine Side Effects

9/22/2020 Physicians for Informed Consent Sends Cautionary Letter to UC Board of Regents
Regarding Its New Flu Shot Mandate, Emphasizes Lack of Scientific Basis

8/13/2020 Physicians for Informed Consent Publishes New Educational Document on Risk of
Aluminum in Vaccines

6/5/2020 Physicians for Informed Consent (PIC) Compares COVID-19 to Previous Seasonal and
Pandemic Flu Periods

3/6/20 Physicians for Informed Consent Reports on ResearchGate: Landmark FDA Paper on
Aluminum Safety in Vaccines Has Crucial Math Error

3/6/20 Erratum in “Updated aluminum pharmacokinetics following infant exposures through
diet and vaccination”

3/4/20 Best Practices for Physicians Recommending a Medical Exemption to Vaccination
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1/25/2021 Soon, It May Become lllegal for California MDs to Protect Children in Their Practice from Vaccine Injuries or Deaths — Physicians for Inf...

phy
51c1ansformf

Select Language

PHYSICIANS
FOR INFORMED
Ahoore l’rt CONSENT

omideliyering Data on Infectious Diseases & Vaccines™

nt.org/soon-
it-may-
become-
illegal-for-
california-
mds-to-
protect-
children-in-
their-
practice-
from-
vaccine-
injuries-or-
deaths/#)

o

T
84 %
A% 4

(https://physiciansforinformedconsent.org/)

PHYSICIAN LOGIN (HTTP://FORUM.PHYSICIANSFORINFORMEDCONSENT.ORG/)

Soon, It May Become Illegal for California
MDs to Protect Children in Their Practice
from Vaccine Injuries or Deaths

file:///C:/Users/kskroch/Downloads/Soon, It May Become lllegal for California MDs to Protect Children in Their Practice from Vaccine Injuries or Deaths... 1/6
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Physicians for Informed Consent Doctors and
Scientists Alert California Legislators

NEWPORT BEACH, CALIF. (PRWEB) MARCH 29, 2019

Although medical doctors and vaccine manufacturers have been protected from
liability for vaccine injuries and deaths since the National Childhood Vaccine Injury
Act of 1986 (https://www.congress.gov/bill/99th-congress/house-bill/5546), soon
California doctors may no longer be able to protect their patients from vaccine
injuries or deaths.

In 2015, California removed the personal belief exemption to vaccination for both
private and public school attendance
(https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?
bill_id=201520160SB277), and the responsibility of recommending a medical
exemption to at-risk children then fell on their physicians. Now, SB 276
(https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?

bill id=201920200SB276) seeks to prevent medical doctors from using their
expertise and knowledge to protect at-risk children in their practice from vaccine
injuries and deaths.

“If SB 276 becomes law, children at risk of severe vaccine injuries will be at the
mercy of public health officials with whom they have no patient-doctor relationship,
and past, current, and future medical exemptions will only be approved if a child’s
medical circumstances are found on a short government checklist,” explained PIC
Founder and President Dr. Shira Miller.

Physicians for Informed Consent has sent an open letter to California legislators

content/uploads/2019/03/PIC-Oppose-SB276-3-27-19.pdf), citing that it is
unscientific and unethical. “The chance of dying from measles in the United States is
1in 10,000, based on data from the pre-vaccine era—when about 4 million U.S.
children got measles every year,” said Dr. Miller. “1 in 10,000 is about the same
chance as being struck by lightning once in your lifetime. The problem is that the
risk of dying or being permanently disabled by the measles, mumps, and rubella
(MMR) vaccine has not been proven to be less than 1 in 10,000. This makes
mandating the MMR vaccine unscientific and unethical.”

Soon, It May Become lllegal for California MDs to Protect Children in Their Practice from Vaccine Injuries or Deaths — Physicians for Inf...

2/6
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“We all want healthy children,” Dr. Miller continued, “and one of the best ways to
- accomplish that is by educating parents and doctors, not by using bad science and
medical bullying, which are the antithesis of the ethical principle of informed

consent—upon which modern medicine hinges.”

“‘We all want healthy children,” Dr. Miller continued, “and one
of the best ways to accomplish that is by educating parents
and doctors, not by using bad science and medical bullying,
which are the antithesis of the ethical principle of informed
consent—upon which modern medicine hinges.”

Physicians for Informed Consent (https://physiciansforinformedconsent.org/) is a
nationally recognized 501(c)(3) nonprofit educational organization representing

o hundreds of doctors, as well as scientists and attorneys, whose mission is to
safeguard informed consent in vaccination. In addition, its Coalition for Informed
Consent consists of over 150 member organizations which represent millions of
Americans.

Click here

(https://www.prweb.com/releases/soon it may_become illegal for california m
ds_to_protect children in their practice from vaccine injuries or_deaths/prw
€b16142003.htm) to view this press release on PRweb.

Click here (https://physiciansforinformedconsent.org/news) to view more PIC
news.

Posted in Measles (https://physiciansforinformedconsent.org/category/measles/), Press
Release (https://physiciansforinformedconsent.org/category/press-release/),

. Tagged California (https://physiciansforinformedconsent.org/tag/california/), MMR
(https://physiciansforinformedconsent.org/tag/mmr/), Vaccine Injury,
(https://physiciansforinformedconsent.org/tag/vaccine-injury/), Vaccines
(https://physiciansforinformedconsent.org/tag/vaccines/),

file:///C:/Users/kskroch/Downloads/Soon, It May Become lllegal for California MDs to Protect Children in Their Practice from Vaccine Injuries or Deaths... 3/6
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Eagle Scout Sues Merck, Alleges Gardasil HPV
Vaccine Destroyed His Life

This is the fifth Gardasil lawsuit Baum Hedlund and CHD Chairman Robert F. Kennedy, Jr. filed against
Merck, challenging the company’s dangerous and defective HPV vaccine for causing severe and life-
changing injuries.

By Robert F. Kennedy, Jr. ?“13 f ¥V X &

https://childrenshealthdefense.org/defender/michael-colbath-sues-merck-gardasil-hpv-vaccine/?utm_source=salsa&eType=EmailBlastContent&eld=b...
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five miles with ease. At six, he taught himself to speed read and handed in a book report on a 600-page
novel.

Michael was a committed boy scout and member of his middle school’s cross-country team. He pursued
his passions for robotics, played in his school band and practiced Tae Kwon Do, earning his second-
degree black belt at age 14, just months before he received the Gardasil HPV vaccine.

He raised service dogs for the disabled and earned his certification in first aid with special training in
emergency preparedness.

After the vaccine, that all went away.

Years of Merck’s relentless marketing persuaded Kathy Colbath to allow her child to receive Gardasil.
Merck falsely claimed that Gardasil was safe and effective, and that it would protect children against

certain cancers. Merck’s advertising said that good mothers must vaccinate their teenagers with Gardasil
or face tragic consequences.

In the months following his first injection, exhaustion and extreme fatigue forced Michael away from the
sports and hobbies that had been centerpieces of his life. He had trouble staying awake during the
school day.

— First Name.. . Last Name.. Email..

After his second Gardasil injection, Michael developed severe foot pain in both feet, so severe that he
needed crutches to attend school. He had trouble waking up in the morning and getting out of bed.

As his symptoms worsened, multiple physicians and specialists treated him for migraine headaches;
body pains and muscle aches; chronic fatigue; hypersomnolence (sleeping 15-22 hours in a 24-hour
period), sleep drunkenness, unrefreshing sleep; excessive sweating, lightheadedness, and tachycardia;
tunnel vision on standing; difficulty with concentration and memory; confusion and brain fog;
intermittent or episodic paralysis, numbness; and stomach pains.

Michael's post-Gardasil injuries and diagnoses, including postural orthostatic tachycardia syndrome
(POTS), idiopathic hypersomnia (IH), myalgic encephalomyelitis / chronic fatigue syndrome (ME / CFS),
complex regional pain syndrome (CRPS) and gastroparesis, kept him from his passions, sports and
hobbies. He missed most of high school and only his formidable self-discipline allowed him to complete
his school work at home — he could not walk or move unassisted, he earned his Eagle Scout award
using a knee scooter.

Robert F. Kennedy Jr @ . 4
@RobertKennedylJr

https://childrenshealthdefense.org/defender/michael-colbath-sues-merck-gardasil-hpv-vaccine/?utm_source=salsa&eType=EmailBlastContent&eld=b... 2/14
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Only this unusual talent and drive allowed him to earn admission into the University of California San
Diego (UCSD), as a data science major. He can only take a class or two at a time.

Michael is currently taking a daily regimen of 10 strong medications. He can only walk about 500 steps
per day.

If Mrs. Colbath had known that Gardasil could create these health issues, she never would have allowed
him to receive it.

This is the fifth Gardasil lawsuit Baum Hedlund and | have filed against Merck challenging the company’s
dangerous and defective HPV vaccine for causing severe and life changing injuries. In addition to Mike's
case filed this week, we have filed cases on behalf of Sahara Walker of Wisconsin, Zach Otto of Colorado
and Julia Balasco of Rhode Island. While each case is unique, they share common threads: All of our
clients were happy, healthy, bright, active kids with unlimited potential until they received the Gardasil
HPV vaccine. We look forward to getting these cases in front of a jury as soon as possible.

https://childrenshealthdefense.org/defender/michael-colbath-sues-merck-gardasil-hpv-vaccine/?utm_source=salsa&eType=EmailBlastContent&eld=b... 3/14



2670

Good afternoon Mr. Chairman and committee members.
My name is Brodi Alt and I’'m writing to you in support of House Bill No. 1468.

This bill is important to me because informed consent is the backbone of ethics in medicine. As a
Registered Nurse of 6.5 years, | have administered many vaccinations. Along with administering
vaccinations, | provided patients the Vaccine Information Statement, known as the VIS, which you have
a sample of in front of you. This single sheet of paper includes a small amount of information pertaining
to the vaccine, including possible reactions. Although this short list is factual, it is not all-inclusive.
Patients need to be fully aware of adverse reaction should they occur, which are laid out for full review
in the package insert and include conditions like diabetes, seizures, paralysis, eczema, food allergies,
death - the list goes on and on. These are the adverse reactions patients need to be aware of.

I’d like to draw your attention to section 13.1, which is highlighted for you in blue. This section in every
insert states that said vaccine has not been evaluated for its carcinogenic or mutagenic potential or its
potential to impair fertility. In other words, it is unknown whether the vaccine can cause cancer, induce
mutations, or impair fertility. This information is not disclosed on the VIS sheet. | ask that you take a look
at the difference in information presented in the two documents and decide for yourself which
information you would appreciate knowing before consenting.

Why in my 4 years of education, did | spend so little time learning about vaccinations? | spent countless
hours having to memorize and understand potential side effects of all classes of medications and
procedures, in preparation to properly educate my patients. Educating patients is a critical part of my
job, yet | walked away with my Bachelors of Science in Nursing knowing nothing about vaccine reactions.

Nursing is known as the most trusted profession, which | deeply value and makes me proud of what | do.
Although | have educated myself on vaccine adverse effects, | am one of the few. Because of this, the
package insert should be presented to the patient for full disclosure. Patients deserve more information
than what they are provided. And they deserve to be informed before consenting.

Thank you for your time.
Brodi Alt

Watford City, ND
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I am in favor of HB 1468 and urge you to send this on with a “Do
Passg”.

25 years ago when I started having children, when you took your
child in for immunizations, you received color coded sheets for each
shot being given. Over time, they have recommended that you print
them off the CDC’s website. Or if you ask, they will try and print one
for you. The handout is not the same as the vaccine insert. Iwould
encourage all parents to know exactly what is being injected into
their children’s bodies, the possible side effects, and any long term
medical issues that may arise that the vaccine could have triggered.

I also agree that after reviewing the vaccine insert, the parent should
then be asked if they want the child to receive the vaccines and told
that if they do not want one or all of the immunizations, that they can
sign an exemption form and the child can still attend daycare and
school, or that an adult may still work.

We've talked about the availability of exemption forms and if parents
are being told they can request one or use one. Irequested a student
handbook from my local school district, the letter that goes out to
Kindergarten students, their policy on immunizations, and the
exemption forms but have not received the information.

Another stressful time in a woman’s life is when she is pregnant and
in labor. Many questions are not asked ahead of time and decisions
need to be made in the heat of the moment. Some are actually
considered a “diven” unless the mother specifically states that she
does NOT want her baby to be vaccinated at birth. So if they don’t
give out the information, they will assume she does want the baby to
be. Many mothers never even know and are not given a sheet about
the Hep B shot that their child receives. This bill would increase
awareness and save the mom from making a decision while in active
labor or recovering from the labor.

(M 44{ NIV
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Christine Miller
922 East Owens Avenue Apt 8
Bismarck, ND 58501

January 25, 2021

Regarding: HOUSE BILL 1468 - A BILL for an Act to create and enact a new section to
chapter 23-12 of the North DakotaCentury Code, relating to informed consent and
notice of risks associated with vaccines; and to provide a penalty.

Dear Committee Members,

I am in favor of passing HB 1468 because above all the freedoms I enjoy as an
American and as a citizen of North Dakota, is the freedom and responsibility to
protect my own personal health, by choosing to accept or reject any and all medical
advice, procedures, tests, drugs or vaccines. I also cherish the right to make
these decisions for my children. These are rights I believe all human beings should
be afforded.

I remember in my childhood that my mother would always get very sick and
often ended up in the hospital after receiving a flu vaccine. She was asthmatic and
the flu vaccine always exacerbated her asthma. I didn't think much of it as a
child, and I wasn't the least bit skeptical about vaccines until I had my first
child. Previous to having my own children in the early 2000's, I had worked with
children for many years as a Nanny and I had nieces and nephews. I knew that
children in the 80's received around 10 - 12 vaccines from birth until they reached
school age. So, when I took my first born to the doctor for her first well-baby
visit in 2002, I was astonished that they wanted to give her 8 vaccines at one
time! (Today's children receive 72 or more vaccines from birth till they reach
adulthood). I remember a sick feeling of dread and a mother's intuition that 8
vaccine injecting into a tiny baby at one time was safe. I asked the doctor if it
was safe to inject so many vaccines into a 10 lb infant. I will never forget her
response. She said it was like “pee in the ocean.” I was handed a sheet of paper
about each vaccine which listed only a few possible adverse reactions such as
fever, soreness at the injection site, and crying. Nothing I read seemed too
alarming. Still, the feeling of dread in my stomach did not subside, but I made
the choice to trust the doctor, in part based on the information that I received on
those hand-outs, and I went ahead with the vaccines for my baby. Fortunately, my
baby had no serious side effects in the days immediately following her
vaccinations, but I did notice that she developed a stuffy nose that would not
subside and it eventually became apparent to her doctor that she was now allergic
to dairy, which she had not been prior to those vaccines. From the time of those
vaccine at her two month doctor visit my baby could no longer tolerate milk so I
had to be dairy free while nursing her and supplement with soy formula.

Later in life this daughter developed many health conditions which I will not
elaborate on to protect her privacy, but I will say that these conditions are
related to a genetic mutation that runs in my family and makes a person more
susceptible to adverse vaccine reactions, and I will elaborate on that later in
this testimony. For now I will say that had I had the knowledge then that I do now,
which I would have if doctors were legally required to give proper Informed Consent
before administering vaccines, I would have not had my daughter vaccinated and she
would not have suffered the lifelong, vaccine-induced afflictions that she has
suffered.

When my second child was born, I was not terribly hesitant about vaccines
because my firstborn had survived without serious injury (I was not aware yet that



vaccines likely caused her milk allergy, and other issues, and I was also not aware
that many vaccine induced adverse effects do not occurrence immediately). My second
child also had no immediate serious side effects but weeks after her vaccines she
developed a severe case of eczema. I am not exaggerating when I tell you that her
entire face was covered in huge red welts. The only parts of her face that were not

covered in angry welts were the tip of her nose, her eyelids, and her lips.
Needless to say, I was panicked. Her doctor said that this was the worse case of
eczema she had ever seen in an infant. Fortunately, treatment cleared up this first
outbreak, but my daughter continued to suffer from painful eczema outbreaks
throughout her life. At four months of age my baby daughter received her second
round of vaccines. Days later I found her limp and grey in her crib. At the
doctor's office I was told that she went limp and turned grey from a high fever and
that she had Rotavirus. No mention was made that vaccines could have had anything
to do with it. I have since learned that the vaccine insert for most childhood
vaccines, which parents never see because the law does not require them this
information to be provided) plainly states that SIDS (Sudden Infant Death Syndrome)
is a possible avers reaction from childhood vaccines. I will never know what really
happened to my daughter that day. But what I do know is that I never received
truthful, and complete information about the benefits or risks of vaccines before
my children were vaccinated at their well-baby exams.

I will note here that there was nothing on the vaccine information hand-outs
that I received at the doctor's office about the possibility of vaccines causing
eczema or food allergies. I have since learned that the vaccine package inserts do
list allergies and eczema as possible adverse reactions to vaccines, but this
information was not given to me.

I have also learned that the current CDC Vaccine Schedule has never been
studied! There are no studies at all to examine the safety of administering
numerous vaccines at the same time. Children in my day received fewer than 15
vaccines from birth till adulthood. Today's children receive 72 or more! But the
safety of injecting so many vaccines at once has never been studied!!

My niece's children were much more severely effected by vaccines. My first
great—-nephew had no mental or physical health problems whatsocever until he was
about 2 years old when he developed an eye tick which the doctor initially said was
probably normal and not to worry about it. Sadly, it was not normal and my formerly
happy and healthy nephew became deluged with anxiety and phobias. He would not
sleep alone, nor leave his mother's side, ever. He became terrified of normal daily
objects like the television and radio. He developed a phobia of riding in a car. He
began having behavioral problems and his life became unbearable. He also developed
severe eczema and food allergies which he did not have prior. After years of
searching for answers my sister finally found a doctor who diagnosed him with a
condition called PANDAS. PANDAS stands for Pediatric Autoimmune Neuropsychiatric
Disorders Associated with Streptococcal Infections. This condition is as terrifying
as it sounds. To be brief, this disease causes a child's body to react to strep
throat infection by producing antibodies that attack the brain instead of the strep
infection, PANDAS, the doctor told us, is caused by vaccines. My nephew's genetic
testing showed that it was the Prevnar vaccine that triggered his PANDAS. My
nephew's life was ruined by this condition.

Sadly, two years later his baby brother became lethargic and nearly catatonic
after his 12 month vaccines. He stopped walking and talking and would do nothing
but lay on the floor or sleep all day. He was admitted to the hospital where he
spent 6 days. A CAT Scan showed brain swelling which vaccine inserts document is a
possible side effect of almost all childhood vaccines (which I might add is not
listed on the vaccine information hand-outs given out at doctor's office visits).



The doctors said there was nothing they could do but wait. He was behaving very
much like an autistic child and we feared the worst. He had to relearn how to walk,
and he spent weeks in what looked like some sort of daze. He just wasn't the same
child and we all thought he might never recover. Fortunately my great-nephew was
one of the lucky ones. It took months, but he did recover for the most part; but
like his brother he developed fears and anxieties, as well as food allergies, and
eczema.

Due to the severity and hopelessness of my first-nephew's condition (PANDAS),
my sister and niece began a long journey of research and visits with many medical
specialists. Eventually they learned that some people have a genetic mutation
called MTHFR. This is a defect that prevents the body from performing normal
processes which require methylation. (There are 250 or more processes in the body
which rely on methylation). One significant problem with methylation defects is
that they prevent the body from detoxing so toxins accumulate in the body and
brain. How is this related to vaccines? Well, vaccines contain preservatives which
are toxins to the human brain and body. People with MTHFR mehtylation defects
cannot detox after vaccinations which leads to all kinds of physical and mental
diseases and disabilities. It is worth noting here that vaccine ingredients are
rarely, if ever, disclosed to patients or parents of children before vaccines are
administered.

It is likely that I also have an MTHFR mutation because both of my great-
nephews do and genetic testing showed they have a double mutation, meaning they got
a copy from both sides of the family, and one of my daughters has been diagnosed
with it as well. For this reason, and others, I have decided not to take vaccines
for the last 19 years and I have no doubt that that decision has been the right
decision for me.

In addition to avoiding vaccines, I am a person who cherishes my right to
choose when it comes to my health. It would be my worst nigthmare to live in a
state or country in which I did not have Health Freedom.

Unlike myself, I have a sister who fears nothing when it comes to medical
treatment. She had gastric bypass surgery in 2005 and suffered some very serious
complications requiring numerous surgeries to correct. She's also undergone back
surgery and a surgery to fix a broken arm. As most sisters would, I'd always call
her the day before or morning of her surgery to tell her I was thinking of her and
praying for her. I would ask, “What kind of surgery are you having. What are they
going to do?” Her typical response was something like, “I don't know, something
with my intestines.” I was always flabbergasted that she could be so unconcerned!

I, on the other hand, will take my doctors advice home with me and research
for days or weeks or months before deciding. I am keenly aware that, while most
doctors are well-meaning and wish me no harm, that they are human beings and they
make mistakes. And I understand that science is not infallible and that knowledge
of science and medicine changes over time. I don't go to a doctor and think of him
or her as a god or all-knowing being like my sister does. I feel a burden to
research my illnesses and treatments to determine what is best for myself.

I am grateful that being an American and a citizen of North Dakota allows me
to take my healthcare into my own hands - for the most part. I am very thankful
that when a doctor advises me to have surgery, I am given an Informed Consent form
which lays out all the possible complications so that I can make a decision based
on truthful and adequate information. I am also grateful that when my doctor
prescribes a medication, I am given an informative drug information sheet that
comes with my prescription so I can decide if I feel comfortable with the risks and
benefits of that particular medication.



Unfortunately, vaccine administration is not treated the same way as surgery
and prescribed drugs. Information on ingredients, and efficacy, and on adverse
reactions is not given to patients before vaccines are administered. All that is
given is a one page fact sheet with very minimal information usually including only
the most common and least serious side effects. No ingredients are revealed to
patients or parents. No information on the benefits to risk ratios are disclosed.
The truth about efficacy is not revealed. Patients who receive vaccines and parents
who consent to vaccines for their children are doing so blindly, and that is wrong
and should be criminal.

When I go grocery shopping, I read labels. Manufacturers are required to list
all ingredients. Why are vaccines manufacturers not required to do the same?

I am very fearful about losing my right to decide for myself if a vaccine is
safe for my body. Like my mother, I have severe asthma and I have chosen up to this
time to avoid vaccines because they made my mother so sick and because the one time
I did get a flu vaccine in my adult life, I also became very sick. It is quite
likely that I have the MTHRF genetic mutation that runs in my family which means I
am at high risk of developing serious adverse reactions and even life long
debilitating diseases or conditions if I take a vaccine.

In closing, please do pass HB 1468. Patients should have the right to know
what is being injected in to their bodies and they should have the right to consent
based on truthful, complete, and unbiassed information. Vaccines should only be
administered when proper Informed Consent is provided.

Sincerely,

Christine Miller
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January 25th, 2021
Legislative testimony for HB 1468

Thank you for allowing me to speak to you today. My name is Julia Petrovic and | live in Rugby. | am here today to
speak with you about House Bill1468 which deals with true informed consent prior to receiving vaccinations. | want you
to know that | strongly support this bill.

1. Are Vaccines Effective? What is the meaning of "effective" when applied to vaccines?

Webster's Dictionary: "effective"- adequate to accomplish a purpose,- producing the intended or expected result, -
fulfilling a specific function.

Yes, vaccines are effective , BUT....
<Researchers investigate the ability of injected matter to stimulate the production of an antibody.

<...but the presence of an antibody DOES NOT guarantee protection from the iliness.

EFFECTIVE DOES NOT mean PROTI
| would like to use the Tetanus Vaccine as an example.
What is Tetanus?

- Tetanus is a condition manifested by severe muscle spasms with the slightest movement. The muscle spasms can
involve the muscles of the neck and severe clenching of the teeth, hence the name "lock jaw"

- The Tetanus is caused by a toxin made by spores of bacteria, clostridium tetani.
- The spores release an extremely potent toxin called tetanospasmin.
- It can take 2-14 days for the toxin to migrate along the neuron to the spine cord

A PROPER WOUND CARE is essential! Keep the wound open, because tetanus bacteria will thrive in anaerobic
environment. Proper bleeding of the wound is ESSENTIAL! Bleeding clears out the clostridium tetani spores and brings
oxygen and white blood cells to neutralize the bacteria.

2. Tetanus Factoids:
- There is no diagnostic laboratory test for tetanus, the diagnostic is entirely clinical (observing the muscle spasms)
-Clostridium Tetani is recovered from wounds in only about 30% of cases of clinical studies

-The organism is sometimes isolated from patients with dirty wounds but DO NOT have clinical tetanus

- Tetanus can occur with “protective” levels of an

oxin (>0.1 1U/dl)
Reference: Manual for the Surveillance of Vaccine-Preventable Diseases, Chapter 16: Tetanus
So, effective does not mean PROTECTIVE.

The next time you hear a vaccine is "effective" think...



"When a foreign matter is injected into a person, an antibody is generated to assist in the elimination of the foreign
matter. Do | want to risk the potential vaccine side effects- which can include deati;to develop an antibody that probably
does nothing to to keep me from getting sick?"

Package inserts are the only proper document for TRUE INFORMED CONCENT.

Lets refer to a copy of a package insert of DAPTACEL (Diphteria and Tetanus Toxoids and Acellular Pertusses Vaésine
Absorbed).

-Dosage and Administration, -Contraindications, -Warning and Precautions, - Adverse Reactions, -Data from Post-
Marketing Experience, -Drug Interaction, -Use in specific Population, etc.

5.5 Limitations of the Vaccine effectiveness
Vaccination with DAPTACEL may not protect all individuals

6.1 Data from Clinical Studies. ...the safety of Daptacel was compared with DT and a whole-cell pertussis DTP Vaccine.
No golden standard of randomized double-blind placibo!

8.4 Daptacel is not indicated for use in infants below 6 weeks of age or children 7 years of age or older, Safety and
effectiveness of Daptacel in these age groups have not been established.

13.1 DDaptacel has not been evaluated for carcinogenic or mutagenic potential or impairment of fertility.
Useful info:

www.vaccinesafety.edu (John Hopkins University website on package inserts)

drugs.com (lists 270 oral drugs that can interact with the flu vaccine)

Conclusion:

| hope | successfully demonstrated how important a true informed consent is and how crucial it is for a patient to know
all the risks and potential benefits to receiving a vaccine. Some side effects of a vaccine can be quite life changing, and
not in a good way.

Thank you very much for your time.
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Sanofi Pasteur
253 - DAPTACEL®

HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use DAPTACEL
safely and effectively. See full prescribing information for DAPTACEL.

DAPTACEL (Diphtheria and Tetanus Toxoids and Aceliular Pertussis Vaccine
Adsorbed)

Suspension for Intramuscular Injection

Initial U.S. Approval: 2002

INDICATIONS AND USAGE:
» DAPTACEL is a vaccine indicated for active immunization against diphtheria, tetanus
and pertussis as a five dose serfes in infants and children 6 weeks through 6 years

" of age (prior to 7% birthday). (1)

DOSAGE AND ADMINISTRATION
¢ The five dose immunization series consists of a 0.5 mL intramuscular injection
administered at 2, 4, 6 and 15-20 months of age, and at 4-6 years of age. (2.1, 2.2)

DOSAGE FORMS AND STRENGTHS ~-
¢ Suspension for injection, supplied in single dose (0.5 mL) vials (3)

CONTRAINDICATIONS

» Severe allergic reaction (e.g. anaphylaxis) after a previous dose of any diphtheria
toxoid, tetanus toxoid, or pertussis-containing vaccine, or any component of
DAPTACEL. (4.1)

« Encephalopathy within 7 days of a previous pertussis-containing vaccine with no
other identifiable cause. (4.2)

« Progressive neurologic disorder until a treatment regimen has been established and
the condition has stabilized. (4.3)

: WARNINGS AND PRECAUTIONS
» Carefully consider benefits and risks before administering DAPTACEL to persons
with a history of:

- fever 240.5°C (105°F), hypotonic-hyporesponsive episode (HHE) or persistent,
inconsolable crying lasting >3 hours within 48 hours after a previous pertussis-
containing vaccine. (5.2)

- seizures within 3 days after a previous pertussis-containing vaccine. (5.2)

¢ If Guillain-Barré syndrome occurred within 6 weeks of receipt of a prior vaccine
containing tetanus toxoid, the risk for Guillain-Barré syndrome may be increased
following DAPTACEL. (5.3)
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« For infants and children with a history of previous seizures, an antipyrefic may be
administered {in the dosage recommended in its prescribing information) at the fime
of vaccination with DAPTACEL and for the next 24 hours. (5.4)

« Apnea following intramuscular vaccination has been observed in some infants
born prematurely. The decision about when to administer an inframuscular
vaccine, including DAPTACEL, to an infant born prematurely should be based on
consideration of the individual infant’s medical status and the potential benefits and
possible risks of vaccination. (5.7)

« Syncope (fainting) has been reported following vaccination with DAPTACEL.
Procedures should be in place to prevent faffing injury and manage syncopal
reactions. (5.8)

ADVERSE REACTIONS

* Rates of adverse reactions varied by dose number, with systemic reactions most
frequent following doses 1-3 and injection site reactions most frequent following
doses 4 and 5. Systemic reactions that occurred in >50% of subjects following any
dose included fussinessiirritability, inconsolable crying, and decreased activity/
lethargy. Fever >38.0°C occurred in 6-16% of US subjects, depending on dose
number. Injection site reactions that occurred in >30% of subjects following any dose
included tenderness, redness and increase in arm circumference. (6.1}

To report SUSPECTED ADVERSE REACTIONS, contact Sanofi Pasteur Inc.,
at 1-800-822-2463 (1-800-VACCINE) or VAERS at 1-800-822-7967 and
hitp://vaers.hhs.gov.

DRUG INTERACTIONS

« In cases where DAPTACEL and Menactra are to be administered to children 4
through 6 years of age, the two vaccines should be administered concomitantly or
Menactra should be administered prior to DAPTACEL. Administration of Menacira
one month after DAPTACEL has been shown to reduce meningococcal antibody
responses fo Menactra. (7.1)

¢ Do not mix with any other vaccine in the same syringe or vial. {7.1)

« Immunosuppressive therapies may reduce the immune response to DAPTACEL.
(7.2)

See 17 for PATIENT COUNSELING INFORMATION.
Revised: [09/2016]
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FULL PRESCRIBING INFORMATION:

1 INDICATIONS AND USAGE

DAPTACEL® is a vaccine indicated for active immunization against diphtheria, tetanus and
pertussis as a five-dose series in infants and children 6 weeks through 6 years of age (prior to
seventh birthday).

2  DOSAGE AND ADMINISTRATION

2.1 Immunization Series

DAPTACEL is o be administered as a 5 dose series at 2, 4 and 6 months of age (at intervals
of 6-8 weeks), at 15-20 months of age and at 4-6 years of age. The first dose may be given as
early as 6 weeks of age. Four doses of DAPTACEL consfitute a primary immunization course
for pertussis. The fifthh dose is a booster for pertussis immunization. Three doses of DAPTACEL
constitute a primary immunization course for diphtheria and tetanus. The fourth and fifth doses
are boosters for diphtheria and tetanus immunization. [See Clinical Studies (14.1, 14.2, 14.3)]

DAPTACEL should be used as the fifth dose of the DTaP series in children who inifially received
4 doses of Pentacel® [(Diphtheria and Tetanus Toxoids and Acellular Pertussis Adsorbed,
Inactivated Poliovirus and Haemophilus b Conjugate (Tetanus Toxoid Conjugate) vaccine, Sanofi
Pasteur Limited]. Pentacet and DAPTAGEL contain the same pertussis anfigens, manufactured
by the same process, although Pentacel contains twice the amount of detoxified pertussis toxin
(PT) and four times the amount of filamentous hemagglufinin (FHA) as DAPTACEL.

Data are not available on the safety and effectiveness of using mixed sequences of DAPTACEL
and DTaP vaccines from different manufacturers for successive doses of the DTaP vaccination
series. DAPTACEL may be used to complete the immunizafion series in infants who have
received 1 or more doses of whole-cell pertussis DTP. However, the safety and efficacy of
DAPTACEL in such infants have not been fully demonsirated.

If a decision is made fo withhold any recommended doss of pertussis vaccine, [see
Coniraindications (4.2), (4.3} and Warnings and Precautions (5.2)], Diphtheria and Tetanus
Toxoids Adsorbed For Pediatric Use (DT) should be administered.

2.2 Administration

Parenteral drug products should be inspected visually for particulate matier and discoloration
prior to administration, whenever solution and container permit. if either of these conditions exist,
the product should not be administered.

After removing the “flip-off” cap, cleanse the vaccine vial stopper with a suitable germicide. Do
not remove either the rubber stopper or the metal seal holding it in place. Just before use, shake
the vial well, until a uniform, white, cloudy suspension results.

Using a sterile needle and syringe and asepic technique, withdraw and administer a single 0.5 mL
dose of DAPTACEL inframuscularly. Use a separate sterile needle and syringe for each injection.
Changing needles between withdrawing the vaccine from the vial and injecting it info a recipient

is not necessary unless the needle has been damaged or contaminated. In infants younger than

1 year, the anterolateral aspect of the thigh provides the largest muscle and is the preferred site

of injection. In older children, the deltoid muscle is usually large enough for injection. The vaccine
should not be injected into the gluteal area or areas where there may be a major nerve trunk.

Do not administer this product intravenously or subcutaneously.
DAPTACEL should not be combined through reconstitution or mixed with any other vaccine.

3 DOSAGE FORMS AND STRENGTHS
DAPTACEL is a suspension for injection in 0.5 mL single dose vials. See Description (11)for a
complete listing of ingredients.

4 / CONTRAINDICATIONS

4.1 Hypersensitivity

A severe allergic reaction {eg, anaphylaxis) after a previous dose of DAPTACEL or any other
tetanus toxoid, diphtheria toxoid, or pertussis-containing vaccine, or any other component of this
vaccine is a confraindication to administration of DAPTACEL. [See Descripfion (11).] Because of
uncertainty as to which component of the vaccine may be responsible, none of the components
should be administered. Alternatively, such individuals may be referred to an allergist for
svaluation if further immunizations are to be considered.

4.2 Encephalopathy

Encephalopathy (eg, coma, decreased level of consciousness, prolonged seizures) within 7 days of
a previous dose of a pertussis containing vaccine that is not attributable to another identifiable cause
is a contraindication to administration of any perfussis-containing vaccine, including DAPTACEL.

4.3 Progressive Neurologic Disorder

Progressive neurologic disorder, including infantile spasms, uncontrolied epilepsy, or progressive
sncephalopathy is a contraindication to administration of any pertussis-containing vaccine,
ncluding DAPTACEL. Pertussis vaccine should not be administered to individuals with such
sonditions until a treatment regimen has been established and the condition has stabilized.

5. WARNINGS AND PRECAUTIONS

5.1 Management of Acute Allergic Reactions

Zpinephrine hydrochloride solufion (1:1,000) and other appropriate agents and equipment must
Je available for immediate use in case an anaphylactic or acute hypersensiivity reaction occurs.

5.2 Adverse Reactions Following Prior Pertussis Vaccination

f any of the following events occur within the specified period after administration of a
whole-cell pertussis vaccine or a vaccine containing an acellular pertussis component, the
{ecision to administer DAPTACEL should be based on careful consideration of potential
yenefits and possible risks. [See Dosage and Administration (2.1).]
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Temperature of >40.5°C (105°F) within 48 hours, not aftributable to another identifiable cause.
Collapse or shock-like state (hypotonic-hyporesponsive episode (HHE)) within 48 hours.
Persistent, inconsolable crying lasting >3 hours within 48 hours.

Seizures with or without fever within 3 days.

e © ©o o

5.3 Guillain-Barré Syndrome and Brachial Neuritis

A review by the Institute of Medicine found evidence for a causal relafion between tetanus toxoid
and both brachial neuritis and Guillain-Barré syndrome. (1) If Guillain-Barré syndrome occurred
within 6 weeks of receipt of a prior vaccine containing tetanus toxoid, the risk for Guillain-Barré
syndrome may be increased following DAPTACEL.

5.4 Infants and Children with 2 History of Previous Seizures

For infants or children with a history of previous seizures, an appropriate antipyretic may

be administered (in the dosage recommended in its prescribing information) at the time of
vaccination with a vaccine containing an acellular periussis component (including DAPTACEL)
and for the following 24 hours, to reduce the possibility of post-vaccination fever.

5.5 Limitations of Vaccine Effectiveness
Vaccination with DAPTAGEL may not protect alf individuals.

5.6 Altered Inmunocompetence

If DAPTACEL is administered to immunocompromised persons, including persons receiving
immunosuppressive therapy, the expected immune response may not be obtained. [See
Immunosuppressive Treatments (7.2).]

5.7 Apnez in Premature Infants

Apnea following intramuscular vaccination has been observed in some infants born prematurely.
The decision about when to administer an intramuscular vaccine, including DAPTACEL, to an
infant born prematurely should be based on consideration of the individual infanf’s medical status
and the potential benefits and possible risks of vaccination.

5.8 Syncope
Syncope (fainting) has been reported following vaccination with DAPTACEL. Procedures should
be in place to prevent falling injury and manage syncopal reactions.

6 ADVERSE REACTIONS

6.1 Data from Clinical Studies

Because clinical trials are conducted under widely varying conditions, adverse reaction rates
observed in the clinical frials of a vaccine cannot be directly compared fo rates in the clinical
trials of another vaccine and may not reflect the rates observed in practice. The adverse reaction
information from clinical trials does, however, provide a basis for identifying the adverse events
that appear to be related to vaccine use and for approximating rates of those events.

Approximately 18,000 doses of DAPTACEL have been administered to infants and children in 9
clinical studies. Of these, 3 doses of DAPTACEL were administered to 4,998 children, 4 doses of
DAPTACEL were administered to 1,725 children, and 5 doses of DAPTACEL were administered
to 485 children. A total of 989 children received 1 dose of DAPTACEL following 4 prior doses of
Pentacel.

In a randomized, double-blinded pertussis vaccine efficacy trial, the Sweden | Efficacy Trial,
conducted in Sweden during 1992-1995, the safety of DAPTACEL was compared with DT and
a whole-cell pertussis DTP vaccine. A standard diary card was kept for 14 days after each dose
and follow-up telephone calls were made 1 and 14 days after each injection. Telephone calls
were made monthly to monitor the occurrence of severe events and/or hospitalizations for the

2 months affer the last injection. There were fewer of the solicited common local and systemic

“reacfions following DAPTAGEL than following the whole-cell pertussis DTP vaccine. As shown

in Table 1, the 2,587 infants who received DAPTACEL at 2, 4 and 6 months of age had similar
rates of reactions within 24 hours as recipients of DT and significantly lower rates than infants
receiving whole-cell periussis DTP.

Teble1:  Percentage of Infanis from Sweden | Efficacy Trial with Local or Systemic
Reactions within 24 Hours Post-Dose 1,2 and 3 of DAPTACEL compared with DT
and Whole-Celi Pertussis DTP Vaccines

Dose 1 Dose 2 Dose 3
(2 MONTHS) (4 MONTHS) (6 MONTHS)
EVENT DAPTACEL| DT | DTP |DAPTACEL| DT | DTP I{DAPTACEL| DT | DTP
N=2587 | N= | N= | N=2563 | N= | N= | N=2543 | N= | N=
2,574|2,102 2,555 2,040 2,538 2,001
Local

Tenderness (Any) | 8.0 84 | 595/ 10.1* |10.3 | 60.2 10.8* | 10.0 | 50.0
Redness >2 cm 0.3 03! 60 1.0 08 ! 51 37 | 24| 64

Swelling >2 cm 0.9* 0.7 | 106 1.6* 2.0 { 10.0 631 | 39105
Systemic

Feverf 7.8* 76 | 723] 191* 184 | 743 236" | 221 65.1
>38°C (100.4°F)

Fretfulness$ 32.3 330 821 396 1398 | 854 358 | 377|730
Anorexia 11.2% 10.3 | 39.2 9.1* 8.1 | 256 8.4* 771175
Drowsiness 327 320 56.9; 259" 1256 | 506 189 [ 206 376

Crying =1 hour 1.7 16 | 11.8 25* 27 | 93 1.2% 10| 33
Vomiting 6.9% 6.3 g5 52 58 | 74 4.3 52({ 55
DT: Swedish National Biologics Laboratories

DTP: whole-cell pertussis DTF, Sanofi Pasteur Inc.
N = Number of evaluable subjects




p<0.001: DAPTACEL versus whole-cell pertussis DTP
p<0.0001: DAPTACEL versus DT

Rectal temperature

Stafistical comparisons were not made for this variable
p<0.003: DAPTACEL versus whole-cell pertussis DTP

The incidence of serious and less common selected systemic events in the Sweden [ Efficacy Trial
is summarized in Table 2.
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Table2:  Selected Systemic Events: Rates Per 1,000 Doses after Vaccination at 2,4 and 6
Months of Age in Sweden | Efficacy Trial
Dose 1 Dose 2 Dose 3
{2 MONTHS (4 MONTHS (6 MONTHS
EVENT |DAPTACEL| DT | DTP |DAPTACEL| DT | DTP |DAPTACEL, DT | DTP
N=2587 | N= | N= | N=2565 | N= = | N=2551 | N= =
2,574 12,102 2,556 | 2,040 2,539 | 2,002
iRectal
itemperature
>40°C (104°F) 039 078 333 6 0.78 | 3.43 0.39 1.18 | 6.99
‘within 48 hours
iof vaccination
{Hypotonic-
thyporesponsive
\episode within 0 0 1.9 0 0 0.4¢ 0.39 0 0
124 hours of
wvaccinafion
{Persistent
icrying =3
thours within 116 |0 8.09 038 039196 0 0 1.0
124 hours of
‘vaccinafion
‘Seizures within
172 hours of 0 03910 0 0.39 | 0.49 0 039 10
‘vaccination

DT: Swedish National Biologics Laboratories
DTP: whole-cell pertussis DTF, Sanofi Pasteur Inc.
¥ = Number of evaluable subjects

In the Sweden | Efficacy Trial, one case of whole limb swelling and generalized symptoms,

with resolution within 24 hours, was observed following dose 2 of DAPTACEL. No episodes

of anaphylaxis or encephalopathy were observed. No seizures were reported within 3 days

of vaccination with DAPTACEL. Over the enfire study period, 6 seizures were reported in the
DAPTACEL group, 9 in the DT group and 3 in the whole-cell pertussis DTP group, for overall rates
of 2.3, 3.5 and 1.4 per 1,000 vaccinees, respectively. One case of infantile spasms was reported in
the DAPTACEL group. There were no instances of invasive bacterial infection or death.

in a US study, children received 4 doses of DAPTACEL at 2; 4, 6 and 15-17 months of age. A total
of 1,454 children received DAPTACEL and were included in the safely analyses. Of these, 51.7%
were female, 77.2% Caucasian, 6.3% Black, 6.5% Hispanic, 0.9% Asian and 9.1% other races.
The use of DAPTACEL as & fifth dose of DTaP vaccine was evaluated in 2 subsequent US clinical
studies. In one study, a total of 485 children received DAPTACEL at 4-6 years of age following

4 prior doses of DAPTACEL in infancy (DAPTACEL-primed}. In a separate siudy, a total of 989
children received DAPTACEL at 4-6 years of age following 4 prior doses of Pentacel in infancy
(Pentacel-primed). The children included in these fifth dose studies were non-random subsets of
parficipants from previous DAPTACEL or Pentacel studies. The subsets were representative of

all children who received 4 doses of DAPTACEL or Pentacel in the earlier studies with regard to
frequencies of solicited local and systemic adverse events following the fourth dose.

In the US 4-dose DAPTACEL study, af 2, 4, and 6 months of age, DAPTACEL was administered
concomitantly with Haemophilus in luenzae type b (Hib) conjugate vaccine (tetanus foxoid
conjugate) (Sanofi Pasteur SA), inactivated poliovirus vaccine (IPY) (Sanofi Pasteur SA), and
7-valent pneumococcal conjugate vaccine (Wyeth Pharmaceuticals inc.). Infants had received the
first dose of hepatitis B vaccine at 0 months of age. At 2 and 6 months of age, hepatitis B vaccine
(recombinant) (Merck & Co., Inc.) was also administered concomitantly with DAPTACEL. Based on
random assignment, the fourth dose of DAPTACEL was administered either alone; concomitantly
with Hib conjugate (tetanus toxcid conjugate) vaccine; or concomitantly with Hib conjugate (tetanus
toxoid conjugate) vaceine, 7-valent pneumococcat conjugate vaccine, meastes, mumps, rubella
{MMRY) vaccine (Merck & Ca., Inc.), and varicella vaccine {iderck & Co., Inc.). In the fifth dose
studies, DAPTACEL was administered concomitantly with IPV (all DAPTACEL-primed subjects and
47% of Pentacel-primed subjects) and MIMR vaccine.

In the US studies, the occurrence of solicited local and systemic adverse events listed in Table

3 was recorded daily by parents or guardians for Days 0-7 following vaccination. For Days 0 and

1 following the first three doses of DAPTACEL, signs and symptoms of HHE also were solicited.
Periodic telephone calls were made fo inquire about adverse events. Serious adverse events were
monitored during the three studies, through 6 months following the last dose of DAPTACEL.

The incidence and severity of selected solicited local and systemic adverse events that occurred
within 3 days following each dose of DAPTACEL are shown in Table 3. The incidence of redness,
fenderness and swelling at the DAPTACEL injection site increased with the fourth and fifth doses,
with the highest rates reported after the fifth dose. The incidence of redness, tenderness and
swelling at the DAPTACEL injection site was similarly increased when DAPTACEL was given as a
fifth dose of DTaP vaccine in Pentacel-primed chiidren.
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Table3:  Number (Percentage) of Children from US Studies with Selected Solicited Local
and Systemic Adverse Events by Severity Occurring Behween 0 o 3 Days after
Each Dose of DAPTACEL
Dose 1* | Dose 2* | Dose 3* | Dose 4* Dose 5
DAPTACEL-| Pentacel-
primed* | primed*
N=1390- | N=1346- | N=1301- N=1118 | N=473- | N=936-
1406 1360 1312 1144 481 981
% % % % % %
Injection Site Reactions
(DAPTACEL injection site}
Redness
>5 mm 6.2 7.1 96 17.3 35.8 20.2
25 - 50 mm 08 05 1.9 8.3 10.4 6.8
>50 mm | 04 0.1 0.0 3.1 15.8 6.6
Swelling
>5 mm 40 40 6.5 1.7 23.9 12.0
25-50 mm 1.2 0.6 1.0 32 5.8 41
>50 mm 0.4 0.1 0.1 1.6 7.7 2.9
Tendernesst
Any 48.8 38.2 40.9 495 61.5 50.0
Moderate 185 9.9 10.6 12.3 11.2 74
Severe 4.1 2.3 17 2.2 17 0.3
Increase in Arm
Circumferencef
>5mm _ _ _ 301 38.3 28.6
20 - 40 mm 76 1 140 7.6
>40 mm 0.4 1.5 1.2
interference with Normal
Activity of the Arm§ ]
Any _ - _ _ 204 8.8
Moderate 5.6 1.7
Severe 0.4 0.0
Sysiemic Reactions
Fever**
>38.0°C 93 | 161 | 158 | 105 | 61 | 48
>38.5-39.5°C 15 39 48 27 21 | 20
>39.5°C 0.1 04 03 07 | 02 | 02
Decreased Activity/
Lethargytt
Any 51.1 374 33.2 25.3 21.0 12.6
Moderate 23.0 14.4 121 8.2 5.8 38
Severe 1.2 1.4 0.6 10 | 08 04
inconsolable Crying$f i
Any 58.5 51.4 47.9 37.1 1414 7.2
Moderate 14.2 126 10.8 77 35 1.9
Severe 2.2 34 1.4 15 04 0.3
Fussiness/irritability§§
Any 75.8 70.7 67.1 54.4 34.9 22.9
Moderate 27.7 25.0 22.0 16.3 7.5 5.3
Severe 5.6 5.5 4.3 3.8 0.4 0.5

*  Inone U.S. study, children received four doses of DAPTACEL. A non-random subset of
these children received a fifth dose of DAPTACEL in a subsequent study. A non-random
subset of children previously vaccinated with 4 doses of Pentacel in previous clinical
studies received a dose of DAPTACEL at 4-6 years of age as the fifth dose of DTaP vaccine
in another clinical study.

1t Doses 1-4 - Moderate: subject cries when site is touched; Severe: subject cries when leg or
arm is moved.
Dose 5 - Moderate: interfered with activities, but did not require medical care or
absenteeism; Severe: incapacitating, unable io perform usual activities, may have/or
required medical care or absenteeism.

1 The circumference of the DAPTACEL-injected arm at the level of the axilla was monitored
following the fourth and fifth doses only. Increase in arm circumference was calculated by
subtracting the baseline circumference pre-vaccination (Day 0} from the circumference
post-vaccination.

“»

Moderate: decreased use of arm, but did not require medical care or absenteeism; Severe:
incapacitating, refusal to move arm, may have/or required medical care or absentesism.

s

For Doses 1-3, 53.7% of temperaiures were measured rectally, 45.1% were measured
axillary, 1.0% were measured orally, and 0.1% were measured by an unspecified route. For
Dose 4, 35.7% of temperatures were measured rectally, 62.3% were measured axillary,
1.5% were measured orally, and 0.5% were measured by an unspecified route. For Dose

5 in DAPTACEL-primed children, 0.2% of temperalures were measured rectally, 11.3%
were measured axillary, and 88.4% were measured orally. For Dose 5 in Pentacel-primed
children, 0.2% of temperatures were measured rectally, 0.5% were measured tympanically,
17% were measured axillary, and 81.7% were measured orally. Fever is based upon actual
temperatures recorded with no adjustments to the measurement for route.

Tt Dose 1-4 - Moderate: interferes with and limits daily activity, less interactive; Severe:
disabling {not interested in usual daily activity, subject cannot be coaxed to interact with
caregiver).

Dose 5 - Moderate: interfered with activities, but did not require medical care or



absentesism; Severe: incapacitating, unable to perform usual activities, may havefor
required medical care or absenteeism.

1+ Doses 1-4 - Moderate: 1 to 3 hours inconsolable crying; Severe: >3 hours inconsolable crying.
Dose 5 - Moderate: interfered with activities, but did not require medical care or absenteeism;
Severe: incapacitating, unable to perform usual acfivities, may havefor required medical care
or absenteeism.

§6 Doses 1-4 - Moderate: irritability for 1 to 3 hours; Severe: irritability for >3 hours.
Dose 5 - Moderate: interfered with activities, but did not require medical care or absenteeism;
Severe: incapacitating, unable to perform usual acfivities, may havefor required medical care
or absenteeism.

In the US study in which children received 4 doses of DAPTACEL, of 1,454 subjects who received
DAPTACEL, 5 (0.3%) subjects experienced a seizure within 60 days following any dose of
DAPTACEL. One seizure occurved within 7 days post-vaccination: an infant who experienced

an afebrile seizure with apnea on the day of the first vaccination. Three other cases of seizures
occurred between 8 and 30 days post-vaccination. Of the seizures that occurred within 60 days
post-vaccination, 3 were associated with fever. In this study, there were no reported cases of HHE
following DAPTACEL. There was one death due fo aspiration 222 days post-vaccination in a subject
with ependymoma. Within 30 days following any dose of DAPTACEL, 57 (3.9%) subjects reported
at least one serious adverse event. During this period, the most frequently reported serious adverse
event was bronchiolitis, reported in 28 (1.9%) subjects. Other serious adverse events that occurred
within 30 days following DAPTACEL include three cases of pneumonia, two cases of meningifis and
one case each of sepsis, pertussis (post-dose 1), initability and unresponsiveness.

In the US study in which DAPTACEL was administered as a fifth DTaP dose in DAPTACEL-

primed subjects, within 30 days following the fifth consecutive dose of DAPTACEL, 1 (0.2%)
subject reported 2 serious adverse events (bronchospasm and hypoxia). In the US study in which
DAPTACEL was administered as a fifth DTaP dose in Pentacel-primed subjects, within 30 days
following DAPTACEL, 4 (0.4%} subjects reported one or more serious adverse events (asthma
and pneumonia; idiopathic thrombacytopenic purpura; vomifing; cellulitis not at the injection site). In
these two studies, there were no reports of seizures within 30 days following DAPTACEL in either
the DAPTACEL-primed subjects or Pentacel-primed subjects.

In another study (Sweden Ii Efficacy Triaf), 3 DTaP vaccines and a whole-cell pertussis DTP
vaccine, none of which are licensed in the US, were evaluated fo assess relative safety and
efficacy. This study included HCPDT, a vaccine made of the same components as DAPTACEL but
confaining twice the amount of detoxified PT and four times the amount of FHA (20 mcg detoxified
PT and 20 mcg FHA). HHE was observed following 29 (0.047%) of 61,220 doses of HCPDT; 16
(0.026%) of 61,219 doses of an acellular pertussis vaccine made by another manufacturer; and 34
(0.056%) of 60,792 doses of a whole-cell pertussis DTP vaccine. There were 4 additional cases of
HHE in other studies using HCPDT vaccine for an overall rate of 33 (0.047%) in 69,525 doses.

in a randomized, paraliel-group, US multi-center clinical trial conducted in children 4 through 6
rears of age, DAPTACEL was administered as follows: concomitantly with IPV (Sanofi Pasteur SA)
‘ollowed 30 days later by Menactra® [Meningococcal (Groups A, C, Y and W-135) Polysaccharide
Jiphtheria Toxoid Conjugate vaccine, Sanofi Pasteur Inc.} [Group AJ; concomitantly with Menactra
ollowed 30 days later by IPV [Group BJ; or 30 days after concomitant administration of Menacira
and IPV [Group C]. Solicited injection site and systemic reactions were recorded in a diary card

or 7 consecutive days after each vaccination. For all study groups, the most frequently reported
solicited local reaction at the DAPTACEL injection site was pain: 71.7%, 69.4% and 52.1% of
subjects in Groups A, B and C, respectively. For all study groups, the most frequently reported
systemic reaction after DAPTACEL vaccination was myalgia: 46.2%, 37.3% and 25.8% of subjects
n Groups A, B and C, respectively. Fever >39.5°C occurred at <1.0% in all groups.

2 Data from Post-Marketing Experience

The following adverse events have been spontaneously reported during the post-marketing use of
JAPTACEL in the US and other countries. Because these events are reported voluntarily from a
yopulation of uncertain size, it may nof be possible to reliably estimate their frequency or establish a
sausal relationship fo vaccine exposure.

"he following adverse events were included based o one or more of the following factors: severity,
requency of reporting, or strength of evidence for a causal relationship to DAPTACEL.
Blood and lymphatic disorders
Lymphadenopathy
Cardiac disorders
Cyanosis
Gastro-intestinal disorders
Nausea, diarrhea
General disorders and adminisiration site conditions
Local reactions: injection site pain, injection site rash, injection site nodule, injection site mass,
extensive swelling of injected fimb (including swelfing that involves adjacent joints).
Infections and infestations
Injection site cellulifis, cellulitis, injection site abscess
Immune system disorders
Hypersensitivity, allergic reaction, anaphylactic reaction (edema, face ederna, swelling face,
pruritus, rash generalized) and other types of rash (erythematous, macular, maculo-papular)
Nervous system disorders
Convulsions: febrile convulsion, grand mal convulsion, partial seizures
HHE, hypotonia, somnolence, syncope
Psychiatric disorders
Screaming
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7 DRUG INTERACTIONS

7.1 Concomitant Administration with Other Vaccines

In clinical trials, DAPTACEL was administered concomitantly with one or more of the following

US licensed vaccines: Hib conjugate vaccine, IPV, hepatitis B vaccine, pneumococcal conjugate
vaccine, Meningococcal (Groups A, C, Y and W-135) Polysaccharide Diphtheria Toxoid Conjugate
vaccine, MMR vaccine, and varicella vaccine. [See Adverse Reactions (6.1) and Clinical Studies
(14.4).] When DAPTACEL is given at the same fime as another injectable vaccine(s), the vaccines
should be administered with different syringes and at different injection sites.

In cases where DAPTACEL and Menacira are to be administered to children 4 through 6 years of
age, the two vaccines should be administered concomitantly or Menactra should be administered
prior to DAPTACEL. Administrafion of Menactra one month after DAPTACEL has been shown to
reduce meningococcal antibody responses to Menacira. [See Adverse Reactions (6.1) and Clinical
Studies (14.4).}

7.2 Immunosuppressive Treatments

immunosuppressive therapies, including irradiation, antimetabolites, alkylating agents, cytotoxic
drugs and corticosteroids (used in greater than physiologic doses), may reduce the immune
response to DAPTACEL.

8  USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

DAPTACEL is not approved for use in individuals 7 years of age and older. Human or animal data
are not available to assess vaccine-associated risks in pregnarcy.

8.2 Lactation

DAPTACEL is not approved for use in individuals 7 years of age and older. Human or animal data
are not available to assess the impact of DAPTACEL on milk production, its presence in breast milk,
or its effects on the breastfed infant.

84 Pediatric Use
DAPTACEL is not indicated for use in infants below 6 weeks of age or children 7 years of age or
older. Safety and effectiveness of DAPTACEL in these age groups have not been <ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>