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What you should know about a research study:

- Someone will explain this research study to you.

- A research study is something you volunteer for.

- Whether or not you take part is up to you.

- You should take part in this study only because you want to.
- You can choose not to take part in the research study.

- You can agree to take part now and later change your mind.
- Whatever you decide it will not be held against you.

- Feel free to ask all the questions you want before you decide.

Purpose of the research study: The purpose of this study is to investigate the correlation
between the flu vaccine and side effects manifested in the oral cavity by understanding the
ways in which vaccines negatively affect the oral cavity. Given the relevance of an
association between vaccinations such as the Hepatitis B, Polio, Tetanus, Acellular
Pertusis, and Diphtheria Vaccines and orally manifested side effects, an investigation on
the presence of such association with the widely administered flu vaccine will be
conducted. There is no present research proving or otherwise refuting the existence of a
correlation thus creating a gap in current knowledge that will be resolved through this
research.

- What you will be asked to do in the study: Participants will be required to complete a
brief online survey that should not take longer than 15 minutes. The survey will ask questions
regarding participant demographics, education, and any effects experienced after the administration

of the flu vaccine.

Location: The participants can complete the survey from any location using any device connected to
the internet.

Time required: We expect that you will be in this research study for a maximum of 15
minutes, which is the duration of completing the online survey.

Risks: There are no reasonably foreseeable risks or discomforts involved in taking part in this study.
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Benefits:

The knowledge gained from the study will be important in understanding potential oral
effects of the flu vaccine and will serve to benefit participants by making them more aware
of side effects that are not widely broadcasted.

Compensation or payment:

There is no compensation or other payment to you for taking part in this study.

Anonymous research: This study is anonymous. That means that no one, not even members of the

research team, will know that the information you gave came from you.

Study contact for questions about the study or to report a problem: If you have questions, concerns,
or complaints, or think the research has hurt you, talk to Dr. Suha Saleh, Department Chair, Department of
Health Professions at (407) 823-6761 or by email at suha.saleh@ucf.edu.

IRB contact about your rights in the study or to report a complaint: Research at the
University of Central Florida involving human participants is carried out under the oversight
of the Institutional Review Board (UCF IRB). This research has been reviewed and
approved by the IRB. For information about the rights of people who take part in research,
please contact: Institutional Review Board, University of Central Florida, Office of Research
& Commercialization, 12201 Research Parkway, Suite 501, Orlando, FL 32826-3246 or by
telephone at (407) 823-2901. You may also talk to them for any of the following:

cannot reach the research team. You want to talk to someone besides the research team.
You want to get information or provide input about this research.

| agree to give consent to take part in the following survey.

Yes
No
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APPENDIX C:
Survey Instrument
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Demographic Information

What is your age?

What is your gender?

Male
Female

What is your ethnicity?

White

Hispanic or Latino

American Indian or Alaska Native
Asian

Native Hawaiian or Pacific Islander

Black or African American

Educational Information

What year in school are you?

Freshman
Sophomore
Junior
Senior

Super Senior
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What is your major?

Flu Vaccine Information

Have you ever received the flu shot?

Yes
No

Have you received the flu shot in the past six months?

Yes
No

Did you experience any side effects after receiving the flu shot?

Yes
No

Within three weeks of receiving the vaccine, have you suffered from any of the following orally related
symptoms?

Swelling of the lips
Bleeding of the gums
Sores

Ulcers
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White spots in mouth
White spots on lips
Unpleasant breath odor

| have not suffered from any of these side effects.

Within three weeks of receiving the vaccine, have you suffered from any of the following
flu-like symptoms?

Swelling of upper arm
Soreness of upper arm
Redness of upper arm
Headache

Dizziness

Fever

Weakness

| have not suffered from any of these side effects.

On average, how long did these side effects persist?

Couple of hours
1 day

3 days

5 days

1 week

Over a week

Over a month

Rate the severity of the side effects experienced on the following scale?

1- mild

2-moderate
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3-severe
4-very severe

5- unbearable (extremely severe)

Did you seek medical attention due to a side effect?

Yes
No

Powered by Qualtrics
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APPENDIX D:
QR Code Flyers
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Fellow Knights!!
Please scan this QR Code and take this quick 5 minute
survey for research on the effects of the Flu Vaccine on

the Oral Cavity.

Thank you in advance ©

36



10.

11.

12.

13.

REFERENCES

. Plotkin, Stanley A., editor. History of Vaccine Development. Springer.

CDC. “Understanding How Vaccines Work.” Vaccines.

. Hamborsky, Jennifer, et al. Epidemiology and Prevention of Vaccine-Preventable

Diseases.U.S. Dept, of Health and Human Services, Centers for Disease Control and
Prevention, 2015.

“Update: Influenza Activity in the United States During the 2016—17 Season and
Composition of the 2017-18 Influenza Vaccine.” Morbidity and Mortality Weekly Report
(MMWR), 30 June 2017.

Institute of Medicine (US) Committee on the Future of Dental Education. “Oral Health
Objectives and Dental Education.” Edited by Field MJ, Dental Education at the
Crossroads:Challenges and Change. , U.S. National Library of Medicine, 1 Jan. 1995.

“Principles of Vaccination” Centers for Disease Control and Prevention, Centers for
Disease Control and Prevention, 8 Sept. 2015

Rebora, A., et al. “Lichen Planes as a Side Effect of HBV Vaccination.” National Center
for Biotechnology Information, U.S. National Library of Medicine

Tarakji, B, et al. “Hepatitis B Vaccination and Associated Oral Manifestations: A Non-
Systematic Review of Literature and Case Reports.” Annals of Medical and Health
Sciences Research, Medknow Publications & Media Pvt Ltd, 2014.

“Update: Vaccine Side Effects, Adverse Reactions, Contraindications, and Precautions.”
Morbidity and Mortality Weekly Report, vol. 45, 6 Sept. 1996. U.S. DEPARTMENT OF
HEALTH AND HUMAN SERVICES, Centers for Disease Control and Prevention (CDC).

Warnakulasuriya S, and W M Tilakaratne. Oral Medicine and Pathology : A Guide to
Diagnosis and Management. 1* ed., New Delhi; Philadelphia: Jaypee Brothers Medical
Publishers, 2014.

Muellenhoff, Matthew, et al. “Oral Pemphigus Vulgaris after Anthrax Vaccine
Administration: Association or Coincidence?” Journal of the American Academy of
Dermatology, vol. 50, no. 1, 2004, pp. 1360-139.

Katoulis, A.C., et al. “Erythema Multiforme Following Vaccination for Human
Papillomavirus.” Dermatology, vol. 220, no. 1, 2010, pp. 60-62.

Mohamed, Mariem, et al. “Pityriasis Rubra Pilaris Occurring after Vaccination with

Diphtheria-Pertussis-Tetanus and Oral Poliovirus Vaccines.” Indian Journal of
Dermatology, Venereology, and Leprology, vol. 81, no. 6, 2015, p. 618.

37



14. Cyrus, Nika, et al. “Effect of Quadrivalent Human Papillomavirus Vaccination on Oral
Squamous Cell Papillomas.” JAMA Dermatology, vol. 151, no. 12, Jan. 2015, p. 1359.

15. Bascones-MartAnez, Antonio, et al. “Immune-Mediated Diseases: What Can Be Found
in the Oral Cavity?” International Journal of Dermatology, vol. 54, no. 3, 2014, pp. 258—
270.

16. Montecino-Rodriguez, Encarnacion, et al. “Causes, Consequences, and Reversal of
Immune System Aging.” Journal of Clinical Investigation, vol. 123, no. 3, 2013, pp.
958-965.

38



