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The followingis givento you to tell you about this research study. Please read this form with care and
ask any questions you may have about this study. Your questions will be answered. Also, you will be
givena copy of this consent form.

Key Information:
The first section of this document contains some key points that the research team thought you
would find important. The study is described in more detail after this section.
If you do not understand something, please ask someone.

Key information about this study:

Oropharyngeal canceris a type of head and neck cancerinvolving structures in the back of the throat
(the oropharynx), such as the non-bony back roof of the mouth (soft palate), sides and back wall of the
throat, tonsils, and back third of the tongue. Scientists have found that some strains ortypes of a virus
called human papillomavirus (HPV) can cause oropharyngeal cancer.

The main purpose of this research study is to testwhetheritis safe and effective togive an
investigational vaccine regimen against HPV to patients with HPV-positive oropharyngeal cancer, who
are receiving standard-of-care treatment with animmunotherapy antibody called pembrolizumab.

You are being asked to participate in this research study because you are planning to start therapy with
standard-of-care pembrolizumab for oropharyngeal cancer (OPC), and your study doctor feels you may
possibly benefit from investigational treatment with 2 vaccine drugs called pBI-11 and TA-HPV, together
with pembrolizumab.

It is hopedthe investigational combination of these drugs willincrease the ability of yourimmune
systemtofightyour disease. Inthisstudy, the investigational strategy is to cause or enhance an
immune response inthe body against HPV, during which time the activity of pembrolizumab against
oropharyngeal cancer associated with HPV may be strengthened.

It isunknown if this study will help you. You may have side effects from the drugs and feel worse. Your
disease may or may not respond to this investigational study treatment.
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Investigational means the combination of pBI-11, TA-HPV and pembrolizumabis being tested in research
studiesand has not beenapproved as a standard treatment by regulatory health authorities, such as the
U.S. Food and Drug Administration (FDA).

pBI-11 and TA-HPV are both investigational vaccine drugs. Neither pBI-11nor TA-HPV (aloneorin
combination with each other; orin combination with otherdrugs, including pembrolizumab) is approved
by the FDA. The safetyand initial possible benefit of pBl-11and TA-HPV are currently under
investigationin early studiesin humans.

pBI-11isthe second version of acircular DNA (plasmid) vaccine that has beentested inanimals, but not
yetin humans. pBI-11is based on and structurally similarto an earlier first version investigational DNA
vaccine called pBI-1, which has been administered in other clinical trials to patients with cancers
associated with HPV (including patients with head and neck squamous cell carcinoma [HNSCC], and
patients with cervical cancer). Inanimal studies, the investigational use of pBI-11and TA-HPV was
determinedto be safe and well tolerated when used alone orin combination.

TA-HPV is an investigational recombinant vaccinavirus derived from the Wyeth strain of vaccina virus,
which was widely used for smallpoxvaccination. Inearly-phase clinical trials, TA-HPV was safe and well
tolerated when used aloneorin combination with aninvestigational DNA vaccine.

Pembrolizumab (also known as KEYTRUDA®) is an antibody currently approved by the FDA fortreatment
of head and neck squamous cell cancer (HNSCC) as well as certain types of several other cancers.

pBl-11 and TA-HPV are vaccines which you will receive by separate intramuscular (IM) injections,
intended for administration as “shots” into the side of your upperarm/shoulder (deltoid muscle).
Pembrolizumabis anintravenous medication which you willreceive by intravenous (1V) infusions into
your vein.

As furtherdiscussed below, each patientinthisstudyis scheduledtoreceive atotal of 3 separate
injections of vaccine (one injection of pBl-110on Day 1, a second injection of pBl-110on Day 22; and one
injection of TA-HPV on Day 43). Additionally, each patientisalso scheduled to receive a30-minute
intravenous infusion of pembrolizumab every 3weeks while on study.

The length of time you receive treatment on this study will depend on the side effects you may
experience, and how yourdisease does or does notrespond to the study drugs. It is anticipatedyou
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may receive study treatment until you have intolerable side effects, until your disease gets worse, orfor
up to 2 years of treatment on this study. You also may withdraw from the study at any time.

If you have side effects, your study doctor may require you to temporarily stop taking one or more of
the study drugs. If you have serious side effects, you may be required to permanently stop one ormore
of the drugs, or stop all study drugs and discontinue participationinthe study.

In general, you will be asked to visit the clinicfora physical exam and regular check of your health,
disease and performance status at the following time points:

e Physical examevery 3weeks while on study treatment (plus an additional visit for physical
exam, and routine blood and urine tests 1 week afteryou first start the study).

e Blooddrawnand urine sample provided for routine lab work every 3weeks while on study
treatment.

e CTor MRI scanningof disease status every 9weeks.

e Allpatientswillbe asked to have 2 tumor biopsies: 1 biopsy before startingtreatmentand 1
while receiving study treatment before starting Cycle 4.

e Follow-upvisit (30days afterlast dose) forsafety.

This study receives financial support from PapiVaxBiotech, Inc., which is the pharmaceutical company
that makes pBI-11 and TA-HPV.

Duringyour participationin this study, pBl-11and TA-HPV will be provided by the study at no cost to
you. Because pembrolizumabis anapprovedtherapyforyourdisease, there isnoneedforthe studyto
provide pembrolizumab to you; you and/oryour insurance will be responsible for the cost of
pembrolizumab, as well as the usual care you would receive even if you were not participatingin this
study.

About 54 total combined patients are anticipated to enroll in this study at Vanderbilt and approximately
two additional academicmedical centersin the United States.
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Detailed Information:
The rest of this document includes detailed information about this study
(in addition to the information listed above).

The main purpose of this study is to test the effectiveness (how well the drugs work), safety, and
tolerability (the side effects that can be tolerated) of two investigational vaccine drugs called pBl-11and
TA-HPV, togetherin combination with a third drug called pembrolizumab, as possible treatment fora
type of head and neck cancer called oropharyngeal cancer. Othergoals of the study include learning
more about how the immune system responds to the study treatment.

pBI-11 and TA-HPV are investigational drugs which have not been approved by the U.S. Food and Drug
Administration (FDA). They are currently not “on the market” (available foryouto buy). The safetyand
initial possible efficacy of pBl-11and TA-HPV are currently underinvestigationin early human clinical
trials. The FDA isallowingthe use of the vaccine regimenin this study.

Together, the vaccine combination of pBI-11plus TA-HPV is also called PVX7. Inthisstudy, this
investigational vaccination regimen is scheduled for administration over the course of 7 weeks,
consisting of two doses of the DNA vaccine pBI-11, followed by one dose of the TA-HPV vaccine.

Duringthe initial 7 weeks of study treatment (in addition to receiving 2doses of pBl-11 and 1 dose TA-
HPV), each patientis also scheduled toreceive 3doses of pembrolizumab. Afterthistime, the
vaccination part of the study treatment will be complete. Subsequently, beginning on study Week 10,
all patients may continue pembrolizumab as monotherapy (by itself) every 3weeks forup to 2 yearson
the study, as longtheirdisease does not get worse and they tolerate the study treatment.

Pembrolizumab (also known as KEYTRUDA®) is an FDA-approved prescription antibody medicine used to
treat head and neck cancer, as well as several other cancers —including cancers of the skin, lung, blood
(lymphoma), bladder/urinary tract, stomach, esophagus, cervix, liver, kidney, and breast. Inthe United
States, pembrolizumab was initially approved (for melanoma) in 2014.

In head and neck squamous cell cancer (HNSCC):

— Pembrolizumab may be used with the chemotherapy medicines fluorouraciland a platinum as
firsttreatment, when head and neck cancer has spread or returned and cannot be removed by
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surgery or treated with radiation.

— Pembrolizumab may be used alone as first line treatment, when head and neck cancer has
spread or returned and cannot be removed by surgery or treated with radiation and tumor
tissue tests positive for “PD-L1".

— Pembrolizumab may be used alone when head and neck cancer has spread or returned, and
chemotherapy that contains platinum did not work oris nolongerworking.

You do not have to be inthisresearch study. You may choose notto bein thisstudyand getother
treatments without changing your healthcare, services, orotherrights. You can stop beinginthis study
at any time. If we learn something new that may affect the risks or benefits of this study, you will be
told so that you can decide whetherornotyoustill wantto be in this study. Your medical record will
contain a note sayingyouare in a research study and may contain some research information about
you. Anyone you authorize toreceive your medical record willalso get this information.

Screening
You will have the following done within 28 days priorto enrollinginthe study, inorderto determine if

you are a good candidate forthe study:

e Review of your general medical history including information about your disease and what
previous treatments you may have received.
You will be asked about yourlevel of activity.

e Physical examthatincludes obtaining your body weight, height, and vital signs (blood pressure,
heartrate, breathingrate, oxygen saturation, and temperature).

e You will be asked about and you should tell your study doctorabout any problemsyou are
having and the medicines you are taking, including prescription and over-the-counter medicines,
vitamins, and herbal supplements.

e Collectionof about % tablespoon of blood forroutine laboratory testing (including blood counts
and blood chemistry, troponin level to check your heart, thyroid levels, and ability of your blood
to clot); and also blood testing for HIV (AIDS), He patitis B and Hepatitis C.

— If you have active or chronicinfection with HIV or Hepatitis Bor C you will not be able to
participate inthe study. If the test results show that you are positive for HIV, Hepatitis B
or Hepatitis C, the study staff will tell you the results. We will talk with you before and
aftertesting. Youshould know thatthe study staff may be required to give your name
to the Tennessee Department of Health if you test positive becausethisisthe law. ltis
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important to seek medical care if you have HIV, Hepatitis B or HepatitisC. Ifyou needa
referral forsuch care, please letthe study staff know.

e Urine testto check yourkidney function and overall health (about % cup of urine).

e Ifyouare awoman capable of becoming pregnant, you will have eitheraurine or blood
pregnancy test.

e Electrocardiogram (ECG) to check your heart’s performance.

e Computedtomography (CT) ormagneticresonance imaging (MRI) performed within 28 days
priorto your first dose of study drug will be reviewed to check the current state of your disease.
This scanning may be part of yourstandard of care. If your mostrecent available scans were
performed more than 28 days before you start treatmentin this study, repeat scanning may
needtobe donejustforthisstudy and not as standard of care.

e Collection of about 6 tablespoons of blood for research.

e Obtaindiagnostictumortissue (archival or new biopsy/resection)fortesting HPV status and PD-
L1 expression beforethe study; and of tumortissue (new biopsy) duringthe study foradditional
research. More details, including the possibility that you may need a new biopsy during
screeningforthisstudyis described below.

In orderto participate in this study, all patients must have tumortissue meeting both of the following
characteristics:
e Positive forhigh-risk human papillomavirus (hrHPV*) required to receive vaccination with pBI-11
and TA-HPV; and
e Positive for PD-L1(defined as combined positive score [CPS] >1 by immunohistochemistry)
requiredtoreceive pembrolizumab.

To meetthistissue screening requirement, test results from a qualified laboratory must be available
based on testing of:
e Archival (old) tumortissue, from a biopsy or procedure performed priortoyour first dose of
treatmentinthisstudy, or
e Newtumortissue, froma biopsy or procedure performed priortoyour first dose of treatmentin
this study (if deemed accessibleand safe).

If you do not have qualifying hrHPV and PD-L1tissue test results already documented, yourarchival
tumor tissue (from a previous biopsy or procedure performed priorto your first dose of treatmentin
this study) will be requested and tested. If such tissue is not available orinsufficient for testing, you will
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be asked to have a new biopsy for hrHPV and PD-L1 testing (if deemed accessibleand safe). Thisnew
biopsy might be obtained through use of acomputertomography (CT) scan to find the exactlocation of
your tumorand use a core needle tosample the tissue.

In additionto meetingthe above hrHPV and PD-L1tumor-tissue requirements during screening, all
patients entering this study mustalso agree to provide additional new tumortissue for additional
researchrelated tothisstudy, froma biopsy or procedure performed <28 days priorto theirCycle 1,
Day 1 visitin thisstudy. If you already had a recent biopsy or procedure for hrHPV/PD-L1testingin this
study, you will not be required to have another new biopsy during screening for this study (aslongas
your documented hrHPV and PD-L1test results meet the above entry requirements).

In orderto participate in this study, you cannot donate blood or sperm or breast feed from the time of
signing consentthrough atleast 120 days afteryourfinal dose of heterologous vaccination and/or
pembrolizumab.

Day 1 (Week1/ Cycle 1, Day 1)
If you are eligible forthe study, you will return to clinicto start the study treatment; the following things
will be done:
e Physical examand laboratory tests (unless already completed during screening <7 days priorto
starting Day 1 study treatment):

— Physical exam, body weight, and questions about your level of activity.

— Collection of about % tablespoon of your blood for routine laboratory testing (including
blood counts and blood chemistry, troponin level to check your heart, and thyroid
hormone levels).

— Urine testto check yourkidney function and overall health (about % cup of urine).

— If you are a woman capable of becoming pregnant, you will have eithera urine or blood
pregnancy test.

e (Questionsaboutanyside effects thatyou are experiencing and any changesto your
medications.

e Vitalsigns

e pBI-11: intramuscular (IM) injectioninto amuscle (such as the deltoid muscle on the side of
your upperarm/shoulder).

e Pembrolizumab:intravenous (1V) infusion into avein over 30 minutes. (Pembrolizumab will
start at least 30 minutes afteryour pBI-11injection).
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Day 8 (Week2/ Cycle 1, Day 8)
One week afteryourfirst pBl-11 vaccination you will return to clinicforthe following:
e Physical exam.
e Questionsaboutyourlevel of activity, any side effects you are experiencing and any changes to
your medications.
e Collectionof about % tablespoon of yourblood for routine laboratory testing (including blood
counts and blood chemistry, and troponin level to check your heart).
e Urinetestto check kidney function and overallhealth (about % cup of urine will be needed).

Day 22 (Week4 / Cycle 2, Day 1)
Three weeks afteryourfirst pBl-11vaccination you will return to clinicforthe following:
e Physical examincluding obtaining yourvital signs and weight.
e Questionsaboutyourlevel of activity, any side effects that you are experiencing and any
changesto your medications.

e Collection of about ¥ tablespoon of yourblood for routine laboratory testing (including blood
countsand blood chemistry, troponin level to check your heart, and thyroid hormone levels).

e Urinetestto check yourkidney function and overall health (about % cup of urine).

e Collectionof about 6 tablespoons of blood for research.

e pBI-11: intramuscular (IM) injectioninto amuscle (such as the deltoid muscle on the side of
your upperarm/shoulder).

e Pembrolizumab:intravenous (V) infusioninto avein over 30 minutes. (Pembrolizumab will
start at least 30 minutes afteryour pBI-11injection).

Day 43 (Week 7/ Cycle 3, Day 1)
Six weeks afteryourfirst pBl-11vaccination you will return to the clinicfor the following:
e Physical examincluding obtaining yourvital signs and weight.
e Questionsaboutyourlevel of activity, any side effects that you are experiencing and any
changesto your medications.
e Collectionofabout ¥ tablespoon of yourblood for routine laboratory testing (including blood
countsand blood chemistry, troponin level to check your heart, and thyroid hormone levels).
e Urinetestto check yourkidneyfunction andoverall health (about % cup of urine).
e Collection of about 6 tablespoons of blood for research.
e Pembrolizumab:intravenous (V) infusioninto avein over 30 minutes. (Pembrolizumab will
start at least 30 minutes afteryour TA-HPV injection).
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TA-HPV: intramuscular (IM) injection into a muscle (such as the deltoid muscleon the side of
your upperarm/shoulder).

Follow instructions provided to you for at-home care of the vaccination site and dressing after
TA-HPV injection. These instructions must be followed from the time of TA-HPV vaccination and
until advised by the study team thatit is safe to stop (atleast 3 weeks).

Please keep the dressing dry. While bathing, coveryourvaccination site with a waterproof
bandage, and do not share towels. Keep the areaas dry as possible during showers and baths. If
the gauze bandage gets wet, change it right away. Swimming is not permitted untilthe
vaccinationareais healed and dry. Coverthe TA-HPV injectionsite for21 days with occlusive
dressing (provided to you).

Avoid activities which may dislodge the dressing e.g. contact and physical sports. Wearing of
clothing coveringvaccine site isadvised.

If the dressing begins to become detached for whatever reason, you should coveritwith the
adhesive dressing provided forthis purpose. All dressing material should be placedinaziplock
plasticbag provided forthis purpose and discarded in the regular trash.

Avoidtouchingthe dressing orvaccination site with your fingers. If you think that you have
touchedthe site with yourfingers, then do not touch any other part of yourbody and
immediately wash your hands thoroughly. Do not let others touch the site or items that have
toucheditsuch as bandages, clothes, sheets, ortowels.

Handwashingis the best way to prevent transmission of the virus. Washing your hands after
touchingthe dressing and before inserting contactlenses, dentures or before contact with any
otheropen area of your body is essential.

You should avoid close contact between the vaccination site and its dressing and any other
individualincluding your partner.

It isimportant to avoid contact with the following persons: pregnant women, anyone with askin
complaintsuch as eczemaas well asthose who have had a transplant of any kind, those who are
takinglongterm steroid therapy or who are suffering fromimmunodeficiency such as AIDS, until
advised by the study teamthat it is safe to do so.

You should not have contact with babies orchildren underthe age of 1 years old. In the event
that contact with such high risk personsisunavoidable/unexpected, ensure that yourclothing
coversthe vaccination site and wash your hands before activities.

Change yourbandage at least every 3 days. Change it soonerif it gets dirty or wet. Document
any injectionsiteand/orotheradverse changesinyourhealthinthe patientdiary at the time
they occur and/orchange in severity or go away.
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10. If you have any concerns aboutyour dressing atany time, you should contacta member of the

study team without delay.

11. Do your own laundry. Use a separate laundry hamperforclothes, towels, sheets, and other
items that may come into contact with your vaccination site or pus from the site. Machine wash
items that have touched the vaccination site in hot water with detergentand/orbleach.

If you do not follow these instructions, you can spread the TA-HPV virus to other parts of
your body or to other people.

If you believe the TA-HPV infection has spread within your own body beyond the injection
site, you should contact a member of the study team without delay to arrange for its
management.

If you believe another person may have become infected with TA-HPV, you should contact
a member of the study team without delay to arrange for their management.

Day 64 (Week 10/ Cycle 4, Day 1)

Nine weeks afteryourfirst pBI-11vaccination you will return to the clinicfor the following:

Physical examincluding obtaining yourvital signs and weight.

Questions about yourlevel of activity, any side effects that you are experiencing and any
changesto your medications.

Collection of about % tablespoon of your blood forroutine laboratory testing (including blood
countsand blood chemistry, troponin level to check your heart, and thyroid hormone levels).
Urine testto check yourkidney function and overall health (about % cup of urine).

If you are a woman capable of becoming pregnant, you will have eitheraurine or blood
pregnancy test.

Computed tomography (CT) or magneticresonance imaging (MRI) to check your disease,
scheduled to occur< 7 days prior to receiving study treatment on Day 1 of Cycle 4.

Collection of about 6 tablespoons of blood for research.

Tumor biopsy (if accessible and safe)

Electrocardiogram (ECG) to check your heart’s performance.

Pembrolizumab: intravenous infusioninto avein over 30 minutes.
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Day 85 (Week 13/ Cycle 5, Day 1)

Twelve weeks afteryourfirst pBl-11vaccination you will return to the clinicforthe following:

Physical examincluding obtaining yourvital signs and weight.

Questions about yourlevel of activity, any side effects that you are experiencing and any
changesto your medications.

Collection of about % tablespoon of your blood for routine laboratory testing (including blood
counts and blood chemistry, and troponinlevel to check your heart).

Urine testto check yourkidney function and overall health (about % cup of urine).
Electrocardiogram (ECG) to check yourheart’s performance.

Pembrolizumab: intravenous (V) infusion into avein, over 30 minutes.

Additional Cycles:

Beginning 3weeks after Cycle 5, Day 1 and continuing thereafterevery 3weeks (i.e., on Day 1 of each
additional 21-day cycle) until you stop treatment on this study, orfor up to 2 years of maximum total
treatment on this study, you will returntothe clinicfor the following:

Physical examincluding obtaining yourvital signs and weight.

Questions about yourlevel of activity, any side effects that you are experiencing and any
changesto your medications.

Collection of about % tablespoon of your blood for routine laboratory testing (including blood
countsand blood chemistry, and troponinlevel to check your heart).

Urine testto check yourkidney function and overall health (about % cup of urine).
Electrocardiogram (ECG) to check your heart’s performance.

Pembrolizumab:intravenous (V) infusionintoavein, over 30 minutes.

Every 3™ cycle:
(inaddition tothe above “additional cycle items”, the following will also be done):

Collection of about % tablespoon of your blood for routine laboratory testing of your thyroid
function.

If you are a woman capable of becoming pregnant, you will have eitheraurine or blood
pregnancy test.

Computed tomography (CT) or magneticresonance imaging (MRI) to check your disease.
Re-scanning scheduled every 9weeks (i.e., at the end of every 3™ cycle) to occur < 7 days prior
to initiatingany pembrolizumab infusion on Day 1 of cycles 7, 10, 13, etc.
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30-Day Follow-Up:
30 days afteryourfinal treatmentin this study, you have the following things done as part of follow-up:
e Physical exam.
e (Questionsaboutyourlevel of activity, any side effects that you are experiencing and any
changesto your medications.
e Collection of about % tablespoon of yourblood for routine laboratory testing (including blood
countsand blood chemistry, and troponinlevel to check your heart).
e Urinetestto check yourkidneyfunction and overall health (about % cup of urine).

Long-term Follow-Up:

Approximately every 3months afteryourfinal treatmentin this study, you and/oryour doctor’s office
may be contacted, forexample by telephone oraclinicvisit, to check on how you are doing. This will
continue until one of the following occurs (whichever occurs first): study ends, you withdraw your
consent, yourdeath, or until 1 year afteryour final dose of treatmentin this study. Additional follow-up
beyond one year may occur if deemed medically necessary by your study physician.

Side effects and risks that you can expectif you take part in this study:

Risks of pBI-11

The investigational pBI-11 DNA vaccine to be used in this study has not been previously tested in
humans. However, pBI-11issimilarto and based on the investigational pBI-1 DNA vaccine previously
usedinotherclinical trials. The potential risks of pBI-11inthis trial are expected to be substantially
similartothose experienced during previous pBl-1use in otherclinical trials.

In patients with cervical cancerassociated with HPV, two early (phasel) studies found that
intramuscularadministration of pBl-1 DNA was safe and well tolerated. No dose-limiting orsevere
adverse events (side effects) were observed. The most common side effect of pBI-1was transient
(temporary), minimal discomfort at the injection site. Otherside effects included malaise/flu-like
symptoms, fatigue, and vaginal discomfort/discharge (cervical cancerstudy).

In a previous early phase clinical trial of 18 patients with HNSCC associated with HPV, intramuscular
administration of pBI-1 DNA vaccine was also observed to be safe and well tolerated. The most
common sside effects observed included injection site reactions, skin rash, and muscle pain;and, less
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commonly, diarrhea, difficulty swallowing, elevated liverenzymesin blood, decreased red blood celland
platelet counts, muscle spasm,and upper respiratory infection. Adverse events (side effects) associated
with intramuscular (IM) administration of pBI-1 DNA vaccine in that study are summarized below (again,
the potential risks of pBI-11are expected to be substantially similar to pBI-1):

The most common side effects associated with pBI-1included:

in4 of 18 patients (22%):
e injectionsite reaction (such as bruisingand tenderness)
e muscle pain/inflammation (myositis)
e skinrash.

Less common side effects associated with pBI-1 included:

in1 of 18 patients (5%):

e diarrhea
o difficulty swallowing (dysphagia)
o fatigue

e elevatedliverenzymeinblood (AST)

o elevatedliverenzymeinblood (ALT)

e upperrespiratoryinfection

e decreased plateletcount(can makeiteasiertobleed)
e decreasedredblood cell count(can cause fatigue)

e musclespasm

e headache.

Risks of TA-HPV

TA-HPVisan investigational recombinant vaccinavirus engineered in alaboratory to express human
papillomavirus (HPV) proteins, which are intended to stimulate the immune system. TA-HPV is derived
from the Wyeth strain of vaccina virus, which was widely used for smallpox vaccination.

The investigational TA-HPVvaccine to be usedin this study has been administered to patientsin
previous clinical trials, including in combination with pBI-1. (Asdiscussed above, pBl-11isthe DNA
vaccine to be usedin thisstudy; and pBI-11is based on and similarto pBI-1. Thus, the potential risks of
pBI-11inthis study are expected to be substantially similar to pBl-1usedin previous studies.)
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In a small early-phase(Phasel) clinical trial, 12 patients with cervical cancerassociated with human
papillomavirus (HPV) received pBI-1and TA-HPV administered intramuscularly (into muscle), followed
by surgery to treat/remove cervical cancer. Inthese 12 patients, the most common reported adverse
events (AEs) included injection site discomfort, fatigue, lightheadedness, headache and vaginal itching.
No dose-limiting or severe AEs were reported inany organ system, or at any treatment dosage.

Common side effects at the TA-HPV injectionsite included:

in3 of 12 patients (25%):
e discoloration
e redness/itching (erythema/pruritis).

in4 of 12 patients (33%):
e blisterwithdrainage
e tenderness.

Common additional side effects also reported in patients with HPV-associated cervical cancer
treated with TA-HPV and pBI-1 included:

in4 of 12 patients(33%):
e fatigue/tiredness
e vaginalitching (pruritus).

in 3 of 12 patients (25%):
e |ocalized pain
o lightheadedness
e headache.

in2 of 12 patients (16%):
e vaginalinfection (bacterial vaginosis).

in1 of 12 patients (8%):
e swollen/sore lymph nodes
e rapidheartbeat
® nausea
e vomiting
o flu-like symptoms
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o fever

e postoperative vaginal bleeding
e bacterial (streptococcus B) vaginal infection
e urinarytract infection
e yeastinfection
e muscle/joint pain
vaginal discharge
e dysmenorrhea (painful menstrual period)
e rash (bumpsonshoulder).

In this study, you will receive TA-HPV by aninjection or shotintoa muscle. However, TA-HPV has also
been safely administered in otherclinical studies to more than 100 people including patients with
cervical cancer, by a process called skin scarification. Duringvaccination by scarification, skin atthe
vaccination site such as the upperarm or thighis repeatedly scratched with aneedle, followed by
application of aliquid vaccination solution onto the scratched skin. Inthese patients, after
administration by skin scarification, vacciniavirus replicates in the outerand middle layers of the skin
(epidermis/dermis). After3to 5days, a papule (small, raised bump) forms at the site, then becomes
vesicular (fluid-filled) at approximately day 5 to 8, then pustular (pus-filled), and usuallyenlarges to
reach maximum size 8to 10 days after vaccination. The pus-filled pustule dries from the center outward
and formsa scab. The scab formed typically separates 14to 21 days aftervaccination by scarification
and usually leaves a pitted scar.

As discussed above, the investigational TA-HPV vaccineto be usedin this studyis derived from another
vaccinavirus (Wyeth strain), which was widely used for smallpoxvaccination. Thus, itis possible the
side effects and risks of the investigational TA-HPV vaccine used in this study, could have similarities to
those associated with smallpox vaccination, including those discussed in the below sections.

The smallpox vaccine, from which TA-HPV is derived, is generally safe and effective, but some peopledo
experience side effects and adverse reactions. Severe adversereactionsare more commonin people
who are beingvaccinated forthe firsttime and amongyoung children (<5 years of age). Approximately
one-third of adult primary vaccinees may feel sufficiently illto miss work, school, or recreational
activities, ormay have trouble sleeping.
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Normal reactions to vaccinia (smallpox) vaccineinclude:

Injectionsite reactions:
e skinredness(erythema)
e itching(pruritus)
e pain
e swelling.

Constitutional symptoms:

o fatigue

e headache

e muscleaches

e chills

® nausea

e feverover100°F (37.8°C)

e general feeling of discomfort orillness (malaise)

e satellitelesions (benign, secondary vaccinial lesions close to the central vaccination
lesion).

Localized Reactions

Superinfection of the vaccination site or regional lymph nodes:

Vaccination progression and normal local reactions are difficult to distinguish from a
superinfection of the vaccination site orregional lymph nodes. Secondary infections of the
vaccination site are uncommon and are typically mild to moderate in clinical severity. Children
and individuals who frequently manipulate and contaminate the vaccination site are at greatest
risk.

Robust take:

Vaccinial cellulitis defined as >3 inches of redness with swelling, pain, and warmth at the
vaccinationsite. The symptoms typically peak 6to 12 days aftervaccination and regress within
the following 24 to 72 hours.
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Unintentional Transfer of Vaccinia Virus

Inadvertent autoinoculation:

Unintentional transfer of vaccinia virus from the vaccination site to another place on the body of
the personreceiving vaccination (the vaccinee). Vaccinees can transfervaccina to theirhands or
otherplaces (fomites). The most common sites are the eye and surrounding orbit (ocular
vaccinia); followed by the face, nose, mouth, lips, genitalia, and anus.

Contact transmission:

A vaccinee can also spread vacciniavirus from the vaccination site (or otherlesions distant from
the vaccination site) to close contacts through direct contact, or through othervectors such as
clothing, bedding, or bandages contaminated by vacciniavirus. Viral shedding can occur until the
scab detaches from the vaccinationsite (orany distant lesions), revealing healthy skin underneath.
Infection through contact transmission canresultinthe same adverse events observed after
smallpox vaccination.

Ocularvaccinia:

There are different forms of ocularvaccinia: blepharitis (red, swollen, irritated, itchy eyelids, with
inflammation and sometimes crusty dandruff-like flakes on the eyelashes), conjunctivitis (whites
of eye appearreddish or pink due to inflammation orinfection), keratitis (inflammation of the
cornea causing red eyes, excess tear production, sensitivity to light, pain, and cloudy orblurred
vision), iritis (swellingandirritationin the colored ring around the central pupil of the eye), or
combinationsthereof. Infections can be clinically mild to severe and can lead to vision loss.

Widespread Skin Side Effects

There are two groups of diffuse skin (dermatological) complications. One groupis thoughtto be free of
vacciniavirus (forexample, erythema multiforme minor, Stevens-Johnson syndrome, and other
nonspecific post-vaccination rashes), and asecond group thought to be caused by vacciniavirus growing
(replicatingitself) at the site of the skinlesions. Thissection coversthe second group.

Generalized vaccinia:

Widely dispersed (disseminated) rash with fluid-filled (vesicular) or pus-filled (pustular) bumps or
blisters, and usually benign and self-limited in patients with strongimmune systems. First-time
vaccines (i.e. if you have not previously been given the Smallpoxor Mpox vaccine) are at higher
risk for generalized vacciniathan re-vaccinees. Generalized vacciniais often more severe among
persons with a poorly functioningimmune system (underlyingimmunodeficiency) who might have
beeninadvertently vaccinated.
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Eczema vaccinatum:

Localized or spread of vacciniavirus throughout the body (systemic). It occurs most oftenin
vaccine recipients who have a history of atopic dermatitis (chronicinflammation of skin, with
dryness, itching, rashes and redness caused by an overactive immune system). The rashis often
accompanied by feverand swollen lymph nodes (lymphadenopathy), and affected persons are
frequently systemicallyill. Eczemavaccinatumtendstobe mostsevere amongfirst-time
vaccinees, unvaccinated close contacts of vaccinees, and young children. ltcan be fatal.

Progressive Vaccinia:

Rare, severe, and often fatal. It occurs when a vaccination site fails to heal and vacciniavirus
replication persists. The skin surrounding the vaccination site becomes infected with vaccinia
virus, and vaccinialesions can occur at differentsites. Lesions can appear necrotic(dead skin),
fungated (wounded, ulcerated or broken skin often with a bad smell), piled-up, orwell
demarcated (clearedges). Atthe same time, bacterial superinfection also can occur. Progressive
vacciniatypically occursin persons with an underlying weakness in theirimmune system (humoral
or cellularimmune deficit).

Rare Adverse Reactions

Fetal vaccinia:

Rarely, smallpox vaccination of a pregnant woman using vaccinia can resultin fetal vaccinia.
Transmission to the fetus can occur any time during pregnancy. Miscarriage, stillbirth, or live birth
(usually premature, followed by death); or birth of a surviving but pox-scarred infant can occur
afterthe mother’s exposure to vaccinia.

Post-vaccinial central nervous system disease:

Swelling of the brain or brain and spinal cord (encephalitis or encephalomyelitis) may occur after
vacciniainfection. Itis most commonamonginfantsagedlessthan 12 months. Clinical symptoms
reflect problemsin brain function (cerebral or cerebellar dysfunction) with headache, fever,
vomiting, altered mental status, lethargy, seizures, and coma. Noclinical criteria, radiologic
findings, orlaboratory tests diagnosticforthese adverse reactions are known to exist.
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Cardiac Adverse Events

Myocarditis/pericarditis:

Reports of inflammatory disease of the muscle layer of the heart (myocardium), the outerlayerof
the heart (pericardium) or both after smallpox vaccination suggest an association between
smallpox vaccination with the New York City Board of Health vaccinia strain and inflammation of
the myocardium (myocarditis)and/orinflammation of the pericardium (pericarditis). Symptoms
may include chest pain, shortness of breath (dyspnea), and feelings of strong, rapid orirregular
heartbeats (palpitations) that range from subtle to severe.

Myocarditis and/or pericarditisin asmall subset of patientsisalso one serious possibleside effect
of immune checkpointinhibitors —such as pembrolizumab, which is adrug that you and all
patients will receivein this study. There is a potential forenhanced cardiotoxicity when combing
study product with Pembrolizumab.

Symptoms of myo/pericarditis typically occur within 3 months of starting treatment. Avariety of
symptoms, subtle to severe, mightinclude heart rhythm problems (arrhythmias), complete heart
block (normal electrical signals cannot pass between the upperand lower heart chambers), heart
failure, and life-threateninginability of the heart to pump enough blood ( cardiogenicshock).

While athome, you should monitor yourself for symptoms of myo/pericarditis, such as chest pain,
palpitations, shortness of breath, peripheral swelling (inthe arms, legs, fingers, and toes) due to
fluid build-up (edema), fatigue, fainting, fever, cough, and pain when swallowing. Ifand whenyou
have any of these symptoms, you should contact your study doctorand seek medical attention
immediately.

Dilated cardiomyopathy and cardiacischemia:

Reduced ability of the heartto pump blood due to stretching of the heart muscle (dilated
cardiomyopathy) and lack of blood flow and oxygen to the heart muscle (cardiacischemia) have
been detected atsimilartimes (temporal association) as smallpox vaccination, but have not been
clearly shownto be caused by smallpox vaccination. Dilated cardiomyopathyisaknown
consequence of viral myocarditis (inflammation of heart muscle due to a virus) and can occur
weeks to months aftersevere/sudden (acute) viral infection. The causal relation between
smallpox vaccination and dilated cardiomyopathyisan unclear, but biologically reasonable
possibility.
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Risks of Pembrolizumab (also known as KEYTRUDA®)

Pembrolizumab can cause serious side effects. Pembrolizumab is amedicine that may treat certain
cancers by working with yourimmune system. Pembrolizumab can cause yourimmune system to attack
normal organs and tissuesin any area of your body and can affect the way they work.

These problems can sometimes become severeor life-threateningand can lead to death.

You can have more than one of these problems atthe same time. These problems may happen anytime
duringtreatmentoreven afteryourtreatment hasended.

Call or see your study doctor right away if you develop any new or worsening signs or symptomes,
including:

Lung problems
e cough
e shortnessof breath
e chestpain.

Intestinal problems
e diarrhea(loose stools)or more frequent bowel movements than usual
e stoolsthatare black, tarry, sticky, or have blood or mucus
e severe stomach-area(abdomen) painortenderness.
Liver problems
e yellowingof yourskinorthe whites of youreyes
e severenauseaorvomiting
e painontherightside of your stomach area (abdomen)
e dark urine (teacolored)
e bleedingorbruisingmore easily than normal.

Hormone gland problems
o headachesthatwill notgoaway or unusual headaches
e eyesensitivitytolight
e eyeproblems
e rapidheartbeat
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increased sweating

extreme tiredness

weight gain or weightloss

feelingmore hungry or thirsty than usual
urinating more oftenthan usual

hair loss

feeling cold

constipation

your voice gets deeper

dizziness orfainting

changesin mood or behavior, such as decreased sex drive, irritability, or forgetfulness.

Kidney problems

decrease inyouramount of urine
bloodinyoururine
swelling of yourankles

loss of appetite.

Skin problems

rash

itching

skinblistering or peeling

painful sores orulcersinyourmouth orinyour nose, throat, or genital area
feverorflu-likesymptoms

swollenlymph nodes.

Problems can also happen in otherorgans and tissues. These are not all of the signs and symptoms of
immune system problems that can happen with pembrolizumab. Call or see your study doctor right
away for any new or worsening signs or symptoms, which may include:

chest pain, irregular heartbeat, shortness of breath, swelling of ankles

confusion, sleepiness, memory problems, changesin mood or behavior, stiff neck, balance
problems, tingling or numbness of the arms or legs

double vision, blurry vision, sensitivity to light, eye pain, changesin eyesight
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persistent orsevere muscle pain or weakness, muscle cramps
low red blood cells, bruising.

Infusion reactions that can sometimes be severe orlife-threatening. Signs and symptoms of infusion
reactions may include:

chills orshaking

dizziness

itchingor rash

feelinglike passing out

flushing

fever

shortness of breath or wheezing
back pain.

Common side effects of pembrolizumab when used alone include:

feelingtired

pain, including painin muscles, bones orjoints and stomach-area (abdominal) pain
decreased appetite
itching

diarrhea

nausea

rash

fever

cough

shortness of breath
constipation.

Side effects of pembrolizumab when used alone that are more common in childrenthan in adults

include:

fever
vomiting
upperrespiratory tractinfection
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e headache
e |owlevelsof white blood cells
e |owlevelsofredbloodcells (anemia).

Common side effects of pembrolizumab when given with certain chemotherapy medicinesinclude:

feelingtired orweak

® nausea

e constipation

e diarrhea

e decreasedappetite
e rash

e vomiting

e cough

e trouble breathing
o fever

e hairloss

e inflammation of the nervesthat may cause pain, weakness, and paralysisinthe armsandlegs

swelling of the lining of the mouth, nose, eyes, throat, intestines, orvagina
mouth sores

e headache

e weightloss.

Before receiving pembrolizumab, tell your study doctor about all of your medical conditions, including if
you:
e haveimmune system problems such as Crohn’s disease, ulcerative colitis, or lupus
e havereceivedanorgantransplant
e havereceivedorplanto receive a bone marrow (stemcell) transplant that uses donor stem cells
(allogeneic)
e havereceivedradiationtreatmenttoyourchestarea
e have a condition thataffects your nervous system, such as myastheniagravis or Guillain-Barré
syndrome
e are pregnantor planto become pregnant.
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Reproductive Health/Sexual Activity and Pregnancy

Some medications have the potential to cause side effects in the reproductive system of women ormen
that could cause harm, including birth defects, during pregnancy. Pembrolizumab can harman unborn
baby. There has not been enough study of pBI-11, TA-HPV and pembrolizumab to fully predict the risks
to pregnantwomen, the developingfetus, orto the breast-feeding child.

If sexually active with the ability to become pregnant orto cause pregnancy, bothwomenand men
participatingin this study must agree to use effective birth control as discussed with and directed by
theirstudy doctor.

In the event of pregnancy, the study team may request additional information about the pregnancy or
the outcome of the pregnancyinan effortto better understand the effects of study treatmentona
pregnancy and/orthe fetus.

Information for Women who could become pregnant (Women of Child-bearing Potential):

e Before startingtreatmentin this study, tell your study doctor if you are pregnant orplan to
become pregnant.

e You will have apregnancy test before starting treatmentin this study.

e Togetherwithyourpartner, you must use effective birth control duringand forat least 180 days
afteryour final dose of pBI-11, TA-HPV or pembrolizumab (whichever dose occurs last). Talkto
your study doctorabout birth control methods you can use during this time.

e Tell yourstudydoctor right away if you think you may be pregnant, or if you become pregnant
during treatmentin this study.

e Tellyourstudydoctorif youare breastfeedingorplanto breastfeed. Itis notknownif the study
treatment passesintoyour breast milk. Do not breastfeed during study treatmentand for at
least 120 days afteryourfinal dose of study treatment.

Information for Men with sexual partners who could become pregnant (Partners of Childbearing
Potential):

From the time you start study drug treatment until atleast 120 days after yourfinal dose of pBI-11, TA-
HPV or pembrolizumab (whichever dose occurs last) you must:
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e Tellyoursexual partneraboutyour participationin this clinical trial. Togetherwithyour
partner, you must use effective birth control duringand for at least 120 days afteryourfinal
dose of pBI-11, TA-HPV or pembrolizumab (whichever dose occurs last). Talk to yourstudy
doctor about birth control methods you can use duringthistime.

e Tellyourstudydoctor immediately if your partnerbecomes pregnant duringthis clinical trial.

e Do notdonate sperm forat least 120 days afteryour final dose of study treatment.

Risks of Procedures

Blood Collection
Risks of taking blood include pain, a bruise atthe pointwhere blood is taken, redness and swelling of the
vein, infection, and arare risk of fainting.

Intravenous (IV) Catheter

Priorto beginning pembrolizumab, your study doctor may need to insert anintravenous (IV) catheter for
the delivery of pembrolizumab and to take blood samples. IV catheters can usually be placedinahand,
arm, or leg. These are known as “peripheral” IVs. 1Vsplacedin the central circulation, likethe internal
jugularvein (neck) or subclavian vein (just beneath the collarbone), are known as “central lines.” You
should discuss this with your study doctor. For both types of intravenous cathe ter, the areawill be
numbed (with an anesthetic) beforethe catheterisinserted. Duringthe insertion, you could feel a pinch
and shortly thereafter bleeding, redness, orabruise could develop. Rarely, aninfection could occurif
not keptclean. For central catheters, although rare, they can sometimes cause collapse of alungor
cause bleeding. Lung collapse is usually treated by putting atube into your chestfora few daysto allow
your lungto expand. Pressureis placed onany areathat mightbleed.

Electrocardiogram (ECG)

An ECG is a testthat measures the heart’s electrical activity. You will typically be askedtolieflatona
table and several small electrode pads (like stickers) will be placed on yourbody. Thistesttakesabout
10 minutes. The test may cause some redness oritching where the pads are placed.

Tumor Biopsy
A tumortissue biopsyisaprocedure that involves removing samples of tumorsurgically or

percutaneously (through the skin) usingahollow “core” needle. Toundergo a biopsy, you will be given
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medication to help numbthe areaand reduce pain. Asmall cut may then be made inthe skin. Biopsy
risks can include:

e Painand discomfort. The amount of painand discomfort will vary, depending on the location of
the biopsy site. These risks can be discussed with the study doctor.

e Minor bleedingatthe biopsy site.

e Tendernessatthe biopsysite.

e Scarring at the biopsy site.

e Rarely,aninfectionatthe biopsy site.

e You may receive aninjection of lidocaine to numb the area of the biopsy site. Lidocaine, a
numbingdrug, may burn or cause a rash, redness, orsoreness where you get the shot. Thereis
arisk thatthis drug may cause problems with heart rhythm.

e Uncommonly, complications from biopsies can be life threatening. Aswith anyinterventional
procedure, other potentially serious complications from bleeding or organ damage may occur.
These mightrequire additional surgical intervention.

Computed Tomography (CT)

A CT scan usesradiation (x-rays) guided by a computer to take pictures of yourinternal organs. The
contrast solution that may be given fora CT scan may cause an allergicreaction (rare). Severe allergic
reactions can be life threatening. CT contrast solution can cause kidney damage, especially if you are
diabetic, dehydrated (lost body water) orelderly. CTcontrast is usedinscans to highlight specific parts
of the body.

During CT scans, you will lie still on atable that slidesinto atunnel slightly wider than yourbody. People
who feel anxiety in confined spaces (claustrophobia) may feeluncomfortableinthe narrow cylinder. If
youfeel uncomfortablein confined spaces, please tell your study doctorand the imagingteam
performingyourscans. They may give youa medicationin an effort to make you feel more comfortable
ina confined space.

Magnetic Resonance Imaging (MRI)

An MRl isa type of scan using magnets to make a picture of the body and identify areas that could be
injured or suspicious fordiseases such as cancer. Some people cannot have an MRI because they have
some type of metal intheirbody. For example, if you have a heart pacemaker, artificial heart valves,
metal implants such as metal ear implants, pieces or fragments of bullets or shrapnel, chemotherapy or
insulin pumps, orany other metal such as metal clips or rings, you cannot have an MRI.
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Duringan MRI, you will lieinasmall closed area usually inside alarge magnetictube. Some people are
scared or anxiousin small places (claustrophobic). The MRI scanner makesloud banging noises while
takinga measurement, so either ear plugs or specially designed headphones will be used to reduce the
noise.

Risks that are not known:
Because thistreatmentis investigational, meaning non-FDA approved, there may be risks that we do not
know about at thistime.

Good effects that might result from this study:
The benefitsto science and humankind that might result from this study: Participatingin this study may
help patients with cancer get better care inthe future.

Proceduresto be followed:

The purpose of this studyis to look at genes (DNA) and how they affect health and disease. Genes are
the instruction manual foryourbody. The genesyou get from your parents decide what you look like
and how your body behaves. They canalsotell usa person’srisk for certain diseases and how they will
respondto treatment.

You are beingasked togive a blood and tissue for geneticresearch. What we learn aboutyou from this
sample will notbe putinyour health record. Your testresults will not be shared with you oryour
doctor. No one else (like arelative, boss, orinsurance company) will be given yourtestresults.

Payments for your time spent taking part in this study or expenses:

Duringyour participationinthis study, PBI-11and TA-HPV will be provided by the study at no cost to
you. You and/or yourinsurance will be responsible forthe cost of pembrolizumab. Standard medical
care that you receive underthis study will be billed to yourinsurerand/oryouin the ordinary manner.
You shouldlearn before participatingin this study which part of the research-related care will be free,
which costs your insurerwill pay for, and which costs will be your responsibility.

You will not be paid for your participation in this study.

Costs to you if you take part in this study:
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If you agree to take part in this research study, you and/oryourinsurance will not have to pay forthe
testsand treatmentsthatare beingdone only forresearch. However, you are still responsible for
payingforthe usual care you would normally receive for the treatment of yourillness. Thisincludes
treatments and tests you would need evenif you were notin this study. These costs will be billed to you
and/oryourinsurance.

You have the right to ask what it may cost you to take part inthis study. If youwould like assistance,
financial counselingis availablethrough the Vanderbilt Financial Assistance Program. The study staff
can helpyou contact this program. You have the rightto contact your insurance company to discuss the
costs of your routine care (non-research) further before choosingto be in the study. You may choose
not to beinthis study if yourinsurance does not pay for your routine care (non-research) costs and your
doctor will discuss othertreatment plans with you.

Payment in case you are injured because of this research study:

Ifitis determined by Vanderbilt and the Investigator that an injury occurred, then you and/oryour
insurance may be billed forthe cost of medical care provided at Vanderbilt to treat the injury. You will
be responsibleforany copayments ordeductibles associated with the treatment of thatinjury.

There are no plans for Vanderbilt orthe funderto pay for the costs of any additional care. There are no
plansfor Vanderbilt to give you money forthe injury.

Whoto call for any questions or in case you are injured:

If you should have any questions about this research study orif you feel you have been hurt by beinga
part of this study, please feel freeto contact Dr. Michael Gibson at || - 'f you cannot reach
the research staff, please page the study doctor at || NN

For additional information about giving consent oryour rights as a personin this study, to discuss
problems, concerns, and questions, orto offerinput, pleasefeelfree to call the VUMC Institutional
Review Board Office at (615) 322-2918 or toll free at (866) 224-8273.

Reasons why the study doctor may take you out of this study:
Your study doctor might take you out of the study for reasons such as:
e You are unabletotolerate the treatment, oryou have a side effect which the study doctorfeels
should end the treatment.
e Yourdisease spreads orgets worse (progresses).
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e You have anotherseriousillness orneed majorsurgery.
e You do notfollowthe study doctor’sinstructions.

e Thestudy doctorfeelsitis notin yourbestinterest foryouto continue inthe study or decides to
stop the study.

If you are removed from the study, the reason will be explained to you.

What will happenif you decide to stop beingin this study?
If you decide to stop being part of the study, you should tell your study doctor. Decidingto not be part
of the study will not change yourregular medical care inany way.

Clinical Trials Registry:

A description of this clinical trial will be available on www.clinicaltrials.gov, asrequired by U.S. Law. This
website will notincludeinformation that canidentify you. At most, the website will include asummary
of the results. Youcan search this Web site at any time.

Clinical Trials Reporting Program.

Vanderbilt’s NCI-Designated Cancer Center orthe Sponsor registers National Cancer Institute (NCl)-
supported clinical trials with NCl though their Clinical Trials Reporting Program (CTRP) to provide study
related information. The data provided willinclude the following identifiable information that may
identify you: birth month/year and five-digit zip code. NClusesthe datato manage and enhance the
nation’sinvestmentin cancerresearch.

Confidentiality:
All efforts within reason willbe made to keep your personal informationin your research record
confidentialbut total confidentiality cannot be guaranteed. Yourinformationand samples will be given

a code. Dr. Gibson, hisstaff, and otherauthorized people will be the only people who know your
personal information.

Study data will be recordedina Vanderbilt electronic database which is maintained by aresearch
coordinatorand data manager at Vanderbilt. The electronicdatabase is password protected in orderto
help protectyouridentity. Yourstudy records will be locked upinthe clinical trials office.

Vanderbilt may share yourinformation, without identifiers, to others oruse itfor otherresearch
projects notlistedin thisform. Vanderbilt, Dr. Gibson and his staff will comply with anyand all laws
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regardingthe privacy of such information. There are no plansto pay you forthe use or transfer of this
de-identified information.

Privacy:

Anysamplesandinformation about you may be made available to othersto use for research. To
protectyour privacy, we will notrelease yourname. You will notreceiveany benefitasaresultof the
tests done onyour samples. These tests may help us orother researchers learn more about the causes,
risks, treatments, orhow to preventthisand otherhealth problems.

Your samples may be used to make new products or tests. These may have value and may be developed
and owned by the study staff, Vanderbilt University, Vanderbilt University Medical Center, and/or
others. If thishappens, there are no plansto provide moneytoyou.

At any time, you may ask to have yoursample destroyed. You should contact Dr. Gibson and/orthe
research teamto have your sample destroyed and nolonger used forresearch. We will notbe able to
destroy research datathat has already been gathered using your sample. Also, if youridentity was
removed fromthe samples, we will not be able to locate and destroy them.

There will be no costs to you for any of the tests done on your samples.

Authorizationto Use/Disclose Protected Health Information

What informationis being collected, used, or shared?

To do thisresearch, we will need to collect, use, and share your private health information. By signing
this document, you agree that your health care providers (including both Vanderbilt University Medical
Centerand others) may release your private health information to us, and that we may use any and all
of yourinformation that the study team believesit needs to conduct the study. Your private
information mayinclude things learned from the procedures described in this consent form, as well as
information from your medical record (which mayincludeinformation such as HIV status, drug, alcohol
or STD treatment, genetictestresults, or mental health treatment).

Who will see, use or share the information?

The people who may request, receive or use your private healthinformation include Vanderbilt Medical
Centerandits agents or contractors, study safety monitors and auditors, data managers and other
agentsand contractors used by the study team, researchers and study team members. Additionally, we
may share yourinformation with other people at Vanderbilt, forexample if needed foryourclinical care
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or study oversight. Also, yourrecords may be seen by people fromregulatory authorities (such as the
U.S. Food and Drug Administration [FDA]), auditors, and the IRB). By signingthisform, you give
permission tothe research teamto share your information with others outside of Vanderbilt University
Medical Center. This mayinclude the funder of the study and its agents or contractors, outside
providers, study safety monitors, government agencies, and othersitesin the study. We try to make
sure that everyone who sees yourinformation keeps it confidential, but we cannot guarantee that your
information will not be shared with others. If yourinformationisdisclosed by yourhealth care
providers orthe researchteamto others, federal and state confidentialitylaws may nolonger protectit.

Do you have to sign this Authorization?
You do not have to sign this Authorization, butif you do not, you may not join the study.

How long will your information be used or shared?
Your Authorization forthe collection, use, and sharing of yourinformation does notexpire. Additionally,
you agree that your information may be used forsimilar orrelated future research studies.

What if you change your mind?

You may change your mind and cancel this Authorization atany time. If you cancel, you must contact
the Principal Investigatorin writingto let him know by using the contact information providedin this
consentform. Dr. Gibson’s mailing addressiis:

Michael K. Gibson, M.D., Ph.D.

Your cancellation will not affectinformation already collected in the study, orinformation that has
already been shared with others beforeyou cancelled your authorization.

You have the right to see and copy the PHI we gatheron youfor as longas the study doctor or research
site holds this data. To ensure the scientificquality of the research study, you will not be able to review
some of your research data until afterthe research study s finished.

If you decide nottotake partinthisresearch study, it will not affect yourtreatment, paymentor
enrollmentinany health plans oraffect yourability to get benefits. You will get a copy of thisform after
itissigned.
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STATEMENT BY PERSON AGREEING TO BE IN THIS STUDY
I have read this consentform and the research study has been explained to me verbally. All my
questions have been answered, and | freely and voluntarily choose to take part in this study.

Date Signature of patient/volunteer

Consentobtained by:

Date Signature

Printed Name and Title

Date of IRB Approval: 08/15/2023 Institutional Review Board

Date of Expiration: 12/05/2023 VANDERBILT



VUMLC Institutional Review Board 33 0f 34
Informed Consent Document for Research

Study Title: An Open-Label Phase Il Clinical Trial Assessing the Safety, Feasibility, Efficacy and
Immunological Correlates of Heterologous Prime-Boost with pBI-11 (IM) and TA-HPV (IM)
Combined with Pembrolizumab as Treatment for Patients with Advanced, PD-L1 CPS21,
hrHPV+ Oropharyngeal Cancer.

Version Date: 20 July 2023

Pl Michael K. Gibson, M.D., Ph.D.

Consent for Genetic Research

A purpose of this studyisto look at genes (DNA) and how they affect health and disease. Genes are the
instruction manual foryourbody. The genesyou get from your parents decide what you look like and
how your body behaves. Theycanalsotell usa person’srisk forcertain diseases and how they will
respondtotreatment.

Patients with similar diseases do not always obtain the same benefit from the same treatment.
Therefore, agoalisto help understand why patients respond differently to treatment, and tothen
develop treatment that provides maximum benefit forindividual patients.

As part of the study, your tumor biopsy tissue, blood and/or fluid samples will be collected to better
understand yourdisease. Itis possible that genetictesting may be conducted on some or all of this
material. You are beingasked foryour permission to allow this.

Itis possible thatgenetictestingonthese samples could helptolearn more about:
e Theeffectof treatmentonyour body
e Why some people respondtotreatmentand others do not
e Why some people have side effects
e The causes of the disease.

What we learn about you from research on your samplesis unlikely to be putinyour healthrecord. No
one else (like arelative, boss, orinsurance company) will be given yourtest results.

Onerisk of giving samples forthis research may be the release of your name that could link you to the
stored samplesand/orthe results of the tests run on yoursamples. This may cause problems with
insurance orgettinga job. To help preventthis, these samples will be given acode. Only the study staff
will know the code. The name that belongsto the code will be keptina lockedfile orina computer with
a password. Dr. Gibson and his staff helping with the study will have access to your name.

Healthinsurance companies and group health plans may not use your geneticinformation when making
decisions regarding your eligibility or premiums. Employers with 15or more employees may not use
your geneticinformation that comes from this research when makingadecision to hire, promote, or fire
you or when setting the terms of youremployment.

Your sample may be used to make DNA that will be kept foran unknown length of time (maybe years)
for future research. Sampleswill be destroyed when nolongerneeded. Yoursamples may be used to
make new products, tests or findings. These may have value and may be developed and owned by the
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study staff, Vanderbilt University, Vanderbilt University Medical Center, and/orothers. If this happens,
there are no plansto provide money toyou.

Your samples andinformation about you may be shared with others to use for research. To protect
your privacy, we will notreleaseyourname. Youwill notreceive any benefitas aresult of the tests
done on yoursamples. These tests may help us learn more about the causes, risks, treatments, orhow
to preventthisand otherhealth problems.

At any time, you may ask to have yoursample destroyed. You should contact Dr. Gibson to have your
sample destroyed and nolongerused forresearch. His mailingaddressis:

We will not be able to destroy research data that has already been gathered using yoursample. Also, if
your identity was removed from the samples, we willnot be able tolocate and destroy them. There will
be no costs to you for any of the tests done on yoursamples. Youwill notbe paid for the use of your
samples.

Please check Yes or Noto the questions below:

My blood/tissue/fluid samples may be used for current gene researchin cancerrelated to pBI-11,
TA-HPV, and/or pembrolizumab:

|:| Yes|:| No

My blood/tissue/fluid samples may be stored/shared for future gene research in cancer:

[]ves []No

My blood/tissue/fluid samples may be stored/shared for future gene research for otherhealth problems
(such as arthritis, heart disease, etc):

|:|Yes |:| No

Signature: Date:
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