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CONFIDENTIAL AND PROPRIETARY g/
Information provided herein is the property of Colgate Palmolive, Co. Nothing herein is to be reproduced, %\
published, or

disclosed to others in any way without the prior expressed written permission of Colgate Palmolive, Co.

STUDY SUMMARY FOR REGULATORY/SAFETY APPROVAL
Official copies contain “Exact Copy” and “Approved” status in the footer

Approval Required:

O Approval by Global Product Safety only

O Approval by Global Regulatory only

X Approval by Both Global Regulatory & Global Product Safety

0 No Approval required*

*AS PER REGULATORY AND SAFETY, THIS HUMAN USE PROTOCOL (HUP) MEETS ALL
THE CRITERIA FOR EXEMPTION FROM REVIEW BY GLOBAL PRODUCT SAFETY AND
GLOBAL REGULATORY TEAM HENCE NO ADDITIONAL REVIEWS AND APPROVALS ARE
REQUIRED AND IT IS ELECTRONICALLY SYSTEM APPROVED

Study originator to provide information by filling in the shaded boxes below

1. Study Title:

Clinical Study to Evaluate the Tooth Whitening Efficacy of a new NextGen in-office
whitening system

2. Study Originator’s Contact (name, phone, ext):
[ Melissa Stellitano, tel. #732-258-6594 |

3. Product Development Contact (name, phone, ext):
[ Sondes Moussa, 732-258-7624 |

4. Type of Study (underline one):
Clinical Panel Consumer

5. Protocol #:
[ CRO-2025-09-WHT-MS DATED SEPTEMBER 5, 2025 |

6. Estimated Study Start/End Date:
[ October 2025 |

7. Study Location/Country (If home use study in US or Puerto Rico, ensure PPC form is
included):

Melbourne, FL, USA
(PPC Forms attached and routed as a separate document)

8. What Region or Country will the Product(s) tested be marketed:
us |

9. If this study requires Regulatory approval, provide reason (ie - claim or clinical endpoint):
Claims study for whitening efficacy of NextGen whitening technology
Clinical Endpoint: Oral Soft and hard tissue Assessment, Safety and Whitening
improvements.
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President/Owner Consumer Research Consulting, LLC

5311 Strankman Ave
Las Vegas, NV 89131

e. John.gallob(@cre-florida.com

m. 702-885-6984

Examiner: Dr. John T. Gallob, DMD

Study Location/Country:

Study Phase:

Phase 11

2717 N Wickham Rd Suite 1, Melbourne, FL 32935, USA

Study Products Included for the Clinical Trial:

Group . ;D e -
(#subjects) Study Products Arm
60 Beaming White - 25%HP Gel + Gingival Barrier + CP LED Test
Philins 7 e Lioht-Ach — - -
60 L (I) /c:pHsP oGilrin Chairside Light-Activated Whitening System Positive Corlial
60 Opalescence Boost PF - 40%HP Gel Positive Control

Objective: To evaluate the Clinical efficacy of a NextGen in-office whitening system compared to
commercially available in-office whitening systems.

Study Parameters:
Number of centers:
Design:

Blinding:

Product assignment:
Number of subjects:
Subject’s age group:
Number of test products:
Treatment Regimen:

Number of Exposures (uses):

Time-points:

Duration of Study:
Duration of each Exposure:
Washout period:

On-site brushing:

Single-Center

Parallel

Examiner-blind

Randomization (RCT)

180 male and female

18 to 70 years old

Three (3)

In-office whitening application

Once

Screening/Baseline, immediately post-whitening, Day 7
Approximately one week

45-60 minutes. depending on product assignment
None

Yes

Primary Efficacy Variable(s): Changes in Tooth Color determined by
examiner use of Vita Extended Bleachedguide 3D-Master® (29 tabs).
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Adverse Reactions: Monitored via FDA and GCP-ICH guidelines

Plan for data analysis: ANCOVA

Estimated Start Date: October 2025




Protocol No: CRO-2025-09-WHT-MS U'S-//Pe

0(‘/\
? 25

-
HRover
Clinical Study to Evaluate the Tooth Whitening Efficacy of a new
NextGen in-office whitening system

Protocol Number CRO-2025-09-WHT-MS

Protocol Date: September 5th, 2025
Sponsored by:
Oral Care Clinical Research
Colgate-Palmolive Technology Center

909 River Road
Piscataway, NJ 08854

Protocol Approval

Signature Page

[eSignature and Date by Colgate-Palmolive Veeva Vault ® |

Dr. Maria E. Ryan, DDS, PhD Date
Executive Vice President and
Chief Clinical Officer

[eSignature and Date by Colgate-Palmolive Veeva Vault ® |

Dr. Yun Po Zhang, PhD, DDS (hons) Date
SVP and Distinguished Fellow
Global Oral Care Clinical Studies R&D




Protocol No: CRO-2025-09-WHT-MS

Clinical Study to Evaluate the Tooth Whitening Efficacy of a new
NextGen in-office whitening system

Protocol Number CRO-2025-09-WHT-MS U.s.,
), Pe

Protocol Date: September 5th, 2025 acr .
&

Sponsored by: :’?
Oral Care Clinical Research
Colgate-Palmolive Technology Center
909 River Road

Piscataway, NJ 08855

1. SIGNATURE PAGE

PRINCIPAL INVESTIGATOR APPROVAL AND AGREEMENT

|, the undersigned, have reviewed this protocol and | agree to conduct this protocol in
accordance with the Guidelines for Good Clinical Practice, the ethical principles set forth
in the Declaration of Helsinki, and with the U.S. Code of Federal Regulations governing
the protection of human subjects (21 CFR 50) and the institutional review boards (21
CFR 56).

[eSignature and Date by Colgate-Palmolive Veeva Vault ® |

Dr. John T. Gallob, DMD Date

Principal Investigator
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The objective of this clinical study is to evaluate the clinical efficacy of a NextGen in-office whiteniitg
system compared to commercially available in-office whitening systems.

II. STUDY POPULATION

One hundred and eighty (180) subjects, aged 18-70 years, inclusive, will be entered into the study
with the expectation that approximately eighteen (18) subjects will complete the study
(approximately 10% drop-out rate over the duration of the study). Candidates who have expressed
an interest in participating will be selected based on the following criteria:

Inclusion Criteria
Potential subjects must meet ALL of the following criteria:

1. Signed Informed Consent Form

2. Male and female subjects aged 18-70 years, inclusive;

3. Good general health and good oral health based on the opinion of the study
investigator;

4. All maxillary natural anterior teeth (teeth #6 through #11) must be present;

3. Availability for the duration of the study:

6. Minimum average Vita Extended Bleachedguide 3D—Master

shade score of 17 2 or darker.

Exclusion Criteria
Potential subjects must NOT HAVE ANY of the following conditions:

l. Presence of orthodontic appliances and/or any anterior tooth with a prosthetic
crown, veneer, or deemed non-vital;
2. Obvious signs of periodontal disease, rampant caries, or any condition that the
dental examiner considers exclusionary from the study.
3. Five or more carious lesions requiring immediate care.
4. Concurrent participation in another oral clinical study.
5. Self-reported pregnant and/or lactating women.
6. History of allergies or sensitivity to tooth whitening products, hydrogen peroxide. personal
care consumer products, or their ingredients;
¥ Restorations on the teeth to be scored which may interfere with scoring procedures.
8. Have used professional whitening products within one (1) year and/or had dental

prophylaxis (professional dental cleaning) within thirty (30) days prior to the start of the
study.
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1. Configuration

This randomized, examiner-blind, single-center clinical study features a three-cell, parallel-group
design to explore the use of a new in-office whitening technology compared to two existing
technologies. Patients will be randomized to one of three study groups, and will undergo in-office
whitening treatments according to their assigned group.

2. Duration

Subjects’ participation in the study will consist of two (2) visits to the clinical research site during
approximately 7 days duration of the study: Screening/Baseline, Day 7.

All subjects will be evaluated visually for tooth color shades and conditions of oral tissues at the
screening visit. If qualified, subjects will be enrolled and randomized into the study. Baseline visit will
be performed on the same day, if time allows. All voluntary candidates will be evaluated for tooth color
shades at study entry and the initial tooth shade scores will be recorded as baseline. All qualified subjects
will be randomly assigned following a computer-generated master randomization list (online software
Sealed Envelope Ltd v.2022) to one of the four treatment groups. Subjects will undergo in-office
whitening treatment according to their assigned group. Afterwards. subjects will again have their tooth
shade evaluated and recorded, and will be given instructions and hygiene products to use at home, and
dismissed. In a subset of subjects (approximately 5/cell), extraoral photos will be taken prior to product
application, and after all whitening sessions are completed.

The subjects will be asked to return to the clinic after 1 week, and will again be evaluated for tooth
shade, conditions of oral tissues and the occurrence of adverse reactions. Images will again be taken,
and a brief questionnaire will be completed to document the patient’s experience. After this point, the
subject will be dismissed from the study.

3. Master Randomization Plan

Qualifying participants (enrolled) will be randomized using an online software provided by Sealed
Envelope Ltd. v.2022. This software employs a block randomization approach with a block size of 6 to
ensure balanced allocation to the treatment groups. The randomization sequence will be pre-generated
using the 'Create a blocked randomization list' tool. The computer-generated Master Randomization
List, which contains random product codes. will be provided to the clinical site prior to the initiation of
the study.
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Table I. Study flowchart -,
ROy
Visit 1a Visit 1b Visit 2
- Screenin Immediatel
Visitfracadure Baselineg/ after treatr:ent Day #
Informed Consent Form/
Privacy Notice X
Medical History/Oral Health Questionnaire X
Visit Form X
Review Selection Criteria X
Oral Soft and Hard Tissue Assessment X X X
On-site brushing* X X X
Tooth Color Exam (Visual grading) X X X
Photos (in subset only) X X X
In-office whitening X
Questionnaire X X X
Randomization, product assignment and instructions X

* At each visit, on-site brushing will occur before all clinical shade examinations

IV. STUDY PRODUCTS / TREATMENTS

Study subjects will be randomly assigned to one of the three (3) following products for professional

in-office application:

e Beaming White - 25%HP Gel (test)

e Philips Zoom Chairside Light-Activated Whitening System - 25% HP Gel (control)
e Opalescence Boost PF - 40%HP Gel (control)

For daily oral hygiene through the duration of the study all study participants will be provided

with:

e C(Colgate Cavity Protection Toothpaste
e Colgate adult soft-bristled toothbrush
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V. PROCEDURES

Visit 1a (Screening/Baseline):

1.Initial Screening and Selection of Subjects
Prospective candidates will report to the clinical facility where they will sign an Informed Consent
Form (Appendix II), Privacy Notice (Appendix III), Photo Release (Appendix IV), and complete
a Medical History/Oral Health Questionnaire (Appendix V). They will be screened by the study
examiner to identify those subjects who meet the inclusion/exclusion criteria. The findings of this
initial screening procedure will be recorded on the Initial Screening Form (Appendix VI).

The first 180 subjects who meet the inclusion/exclusion criteria, sign an Informed Consent

Form/Privacy Notice and photo release, and complete a health questionnaire will be entered into
the study.

2.0ral Soft and Hard Tissue Assessment
All subjects will receive a visual evaluation of their oral soft and hard tissues. This examination
will be performed by a study dentist and will include an evaluation of the lips, soft and hard palate,
gingival mucosa, buccal mucosa, mucogingival fold areas, tongue, sublingual and submandibular
areas, salivary glands, the tonsilar and pharyngeal areas, and teeth. The results of this evaluation
will be recorded on the Oral Soft and Hard Tissue Assessment Form (Appendix VII).

3. On-site brushing

Subjects will be asked to perform a supervised on-site brushing with water at each visit
immediately prior to having the shade of their teeth graded.

4. Tooth Shade Assessment

Candidates will be screened by the study examiner to evaluate the tooth shade (color) of the
maxillary right central incisor, lateral incisor, and canine, as well as for the maxillary left incisors
and canine (teeth numbers 6, 7, 8, 9, 10, and 11). Tooth shade will be assessed by the principal
investigator, using the Vita Extended Bleachedguide 3D-Master Shade Guide.

The Vita Extended Bleachedguide 3D-Master includes 29 tabs arranged and numbered by the
manufacturer from 1 to 29 (lightest to darkest). Both sets of tabs will be used to assign a shade
score to each maxillary anterior tooth. All maxillary anterior teeth must each have a minimum
score of a 17 according to the Vita Extended Bleachedguide 3D-Master. Individual tooth shade
scores will be recorded on the Tooth Color Examination Form (Appendix VIII).

The methods employed for tooth shade assessments are outlined in Appendix I (Tooth Shade
Assessment Guidelines).
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5. Extraoral Photos -
In a subset of subjects (approximately 5/cell), extraoral photos will be taken using a han
SmileLite MDP2 system with an attached smartphone. The patient's position will be kept as
consistent as possible. Photos will be taken prior to product application, with the retractor in place
and no gingival barrier, and will be repeated once more after all sessions are completed and the

gingival barrier is removed (again with the retractor in place).

VED'

WITH PALETTES

6. Randomization and In-office Whitening

Study subjects will be randomly assigned to one of the three (3) study groups. In-office whitening
will then be performed according to the product instructions. This procedure will vary depending
on which group the subject is assigned to. An overview of application guidelines for each product
is included in Appendix XII.

7. Questionnaire
Subject and provider will complete the relevant portions of a short questionnaire.

Visit 1b: Immediately post-whitening:

1. Oral Soft and Hard Tissue Assessment

All subjects will receive a visual evaluation of their oral soft and hard tissues. This examination
will be performed by a study dentist and will include an evaluation of the lips, soft and hard palate,
gingival mucosa, buccal mucosa, mucogingival fold areas, tongue, sublingual and submandibular
areas, salivary glands, the tonsilar and pharyngeal areas, and teeth. The results of this evaluation
will be recorded on the Oral Soft and Hard Tissue Assessment Form (Appendix VII).
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2. On-site brushing /0” o

Subjects will again be asked to perform a supervised on-site brushing with water for 2 minutes."/ED

Afterwards, they will be instructed to rinse with water thoroughly. Shade examination should be
done approximately 5 minutes after rinsing, to allow for re-hydration of the tooth surface.

3. Tooth Shade Assessment
The methods employed for tooth shade assessments will be repeated.

4. Extraoral Photos
For the same subset of subjects, a final photo will be taken after whitening is completed, using the
same techniques as before (with retractor in place, and no gingival barrier).

5. Questionnaire

Subject and provider will complete the relevant portions of a short questionnaire.

6. Study Product Distribution:

All subjects enrolled in the study will be provided with a soft-bristled adult toothbrush and
toothpaste for home use. Subjects will be instructed to brush their teeth twice daily (morning and
evening) for two (2) minutes each time with the toothpaste and toothbrush provided. All subjects
will be instructed to repeat the same procedure twice daily for the duration of this study.

7. Instruction to Subjects

Subjects will be instructed to use only the products (toothpaste and toothbrush) provided during
the study period, and to refrain from using any other oral hygiene products and from routine dental
treatment (except emergency) during the course of the study. Subjects who receive dental
treatment and/or use medication must report this to the study investigators. The use of tooth
whitening products is prohibited. There will be no restrictions regarding diet during the course of
the study. Subjects will be asked to return to the clinical facility 1 week post-treatment for
subsequent clinical examinations.

Example of Label Instruction for both test and control groups (Appendix XI):

CRO-2025-09-WHT-MS
Product (Letter Code)

Brush your teeth twice daily (morning and evening) for two (2) minutes each time.
Cover the entire length of the bristled head with toothpaste. Do not swallow.
For investigational use only by the study participant. Not for Retail Sale.

For Adult Use Only. Keep out of reach of children under 6 years.

In case of emergency or for further information telephone:

Dr. John T. Gallob at 702-885-6984
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Room and Lighting Conditions

- Assessments are conducted in a windowless room with the door closed to control ambient
light.
- Only color-corrected overhead lighting between 5500-6500 Kelvin is used, simulating
natural daylight. No operatory lights are used.
Subject Preparation

APPENDIX I
Tooth Shade Assessment Guidelines

- On-site, supervised brushing with assigned product prior to clinical examinations.
- Subjects wear a blue or gray bib to neutralize clothing color influence.
- All makeup, hats, jewelry, and accessories are removed to avoid interference with shade
selection.
Positioning
- Chair height and subject position are adjusted to provide a direct, shadow-free view of
maxillary anterior teeth.
- All examinations are performed with the subject in the same position for consistency.
- Subjects are instructed to smile without showing their tongue.
Assessment Procedure
- A single, trained, and calibrated examiner (dentist) conducts all assessments.
- The examiner focuses on the facial (middle third) area of the tooth.
- The shade matching tab is held adjacent to the subject’s tooth during assessment for
comparison.
Visual Fatigue Management
- The examiner waits at least 5 minutes between assessments, resting their eyes on a blue
background to prevent visual fatigue, for consistent and reliable tooth shade assessments.
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APPENDIX 11
RESEARCH SUBJECT INFORMATION AND CONSENT FORM
PAGE ONE OF EIGHT
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Subject's Initials Date
IRB# U.S.IRB2025CP/14 0CT - 7 2025
VERSION: OCTOBER 7, 2025
VALID TO: OCTOBER 6, 2026 = 9
APpROVEY

Title: Clinical Study to Evaluate the Tooth Whitening Efficacy of a new NextGen in-office
whitening system

Sponsor: Colgate Palmolive Company
Examiner(s): John Gallob, DMD
Clinical Site: 2717 N Wickham Rd Suite 1 Melbourne, FL 32935, USA

INVESTIGATORS STATEMENT

You are being asked to volunteer for a dental research study. Before agreeing to participate in this
research study, it is important that you read this form. This form. called a consent form, describes
the purpose, procedures, benefits, financial payment, risks, and discomforts of this research study.
It also describes the alternative procedures that are available to you and your right to withdraw
from this research study at any time. No promises or guarantees can be made as to the results of
this research study. Please ask as many questions as you want in order to decide whether you want
to be in this research study. This consent form may contain words that you do not understand.
Please ask the research study doctor or the research study staff to explain any words or information
that you do not clearly understand. You may take home an unsigned copy of this consent form to
think about or to discuss with family or friends before making your decision.

PURPOSE OF THIS RESEARCH STUDY
The objective of this clinical research study is to evaluate the Clinical efficacy of a NextGen in-
office whitening system compared to commercially available in-office whitening systems.

STUDY POPULATION

You are being considered for participation in a one (1) week clinical research study to be conducted
by Dr. John Gallob (Investigator) and sponsored by the Colgate-Palmolive Company (Sponsoring
Company). Approximately one hundred and eighty (180) healthy adults like yourself will be
enrolled for voluntary participation in this study. The research study participation will consist of a
total of two (2) visits to the clinical site over the one (1) week study period.
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APPENDIX 11
RESEARCH SUBJECT INFORMATION AND CONSENT FORM
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Subject's Initials Date
IRB #: U.S.IRB2025CP/14
VERSION: OCTOBER 7, 2025 0CT - 7 2005

VALID TO: OCTOBER 6, 2026

SPECIFIC PROCEDURES TO BE USED “qppw\p}ﬁ)
In order to be selected for participation, you must meet certain inclusion criteria:

1. You must provide consent to participate by signing this informed consent form.

2. You must be at least eighteen (18) years old and not older than seventy (70) years
of age.

; You must be in good general health and good oral health based on the opinion of
the research study examiner.

4. You must have all your top front teeth present.

S. You must be available for the duration of the research study.

6. Your top front teeth must meet a minimal tooth shade at the discretion of the study
examiner.

In addition, you must not have / must not be:

1 Orthodontic appliances or any top front tooth with a crown or veneer.

2. Obvious signs of periodontal disease (gum disease), or any other condition that the
dental examiner considers would exclude you from participation.

3. Five (5) or more cavities requiring immediate care.

4. Participation in another oral care clinical study.

5. Self-reported pregnant or lactating women.

6. History of allergies to tooth whitening products, hydrogen peroxide. personal care
consumer products, or their ingredients.

T Restorations on the teeth to be scored which may interfere with scoring procedures.
8. Have used a professional whitening product within one (1) year and/or had a

professional cleaning within thirty (30) days prior to the start of the research study.

Visit 1 (Screening/baseline)

The research study examiner will perform a screening and initial examination to determine whether

you qualify to enter this research study, and will:

° Collect your demographic information (age, date of birth, initials, gender, etc.).

® Have you completed a medical questionnaire and been interviewed about your
medical and dental history

° Examine tissues in your mouth to check for abnormalities, e.g. evidence of gum
disease, irritations, lacerations, or ulcerations.

] Assess the color of your six (6) front teeth using a tooth bleaching guide.

® Randomly assign you (by chance, like flipping a coin) to use one (1) of four (4)

tooth whitening treatments for in-office application.
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APPENDIX I1
RESEARCH SUBJECT INFORMATION AND CONSENT FORM
PAGE THR EIGHT
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Subject's Initials Date
IRB#: U.S.IRB2025CP/14 a0 <5
VERSION: OCTOBER 7, 2025 - 7 2025

VALID TO: OCTOBER 86, 2026

Take photos of your teeth. <A Pﬁiﬁ\f"g

[ssue your assigned study products for the remaining 1-week research study period.
Verbally instruct you about this research study’s treatment requirements.

Perform a professional in-office whitening treatment.

You will be instructed to thoroughly brush your teeth two (2) times daily (morning
and evening) for two (2) minutes at each brushing using the toothpaste that will be
provided to you. You will then be asked to continue the use of this product for the
duration of the study.

Remind you not to use oral care products (e.g. toothbrushes, toothpaste, dental
floss, mouthwashes, chewing gum, breath films or strips, or other oral care cleaning
aids) other than those you have been assigned for the duration of this research study.
Contirm your follow-up appointments.

The research study dental examiner will not know which product you are assigned to use.
However, this information is available to the research study dentist in an emergency. The instructor
will advise you not to discuss your product with the examiner or other subjects for the duration of
this research study.

You will need to bring all remaining assigned products at each visit.

Visits 2 ( 1 week of Product Use)

After 1 week of product use at home you will return to the clinic. During these research study visits
the principal investigator/staff will:

Update your medical/dental history for any changes in your health or new
medicines since previous study visit.

Interview you to determine if you were able to follow the instructions and use the
assigned test products correctly during the treatment phase of this research study.
Ask if you encountered any problems during this research study, and record any
comments.

Perform a supervised on-site brushing with the study products assigned to you.
Assess the color of your six (6) front teeth using a tooth bleaching guide.

Again take photos of your teeth.

Examine the tissues inside your mouth to check for abnormalities.

You will receive a payment for your participation and will be dismissed from this
research study.
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Subject's Initials Date
IRB #: U.S.IRB2025CP/14 0cT -~ 7 2025

VERSION: OCTOBER 7, 2025

VALID TO: OCTOBER 6, 2026
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SUBJECT RESPONSIBILITIES OVE

You must be available to attend each research study visit.

During this research study, you will not be allowed to use any other non-assigned dental products
(including toothpastes, floss or other products like chewing gum, mouthwashes, tongue cleaners,
etc.) or have your teeth cleaned or whitened at a dental office. You must use only the test products
given to you during this entire research study. You may continue using dental floss if it is already
part of your normal oral care regimen.

LENGTH OF PARTICIPATION

The research study participation will consist of a total of two (2) visits to the clinical site over the
one (1) week study period. All exams will take place at the dental clinic. If you qualify and you
are enrolled after the screening exam, you will only use your research study products provided by
the study staff for the duration of this study. Approximately one hundred and eighty (180) subjects
will complete this research study.

RISKS TO THE SUBJECT

The risk of permanent harm, injury, or disability as a result of participation in this research study
is minimal. The dental exams are similar to those used as part of routine oral health care. Your
participation is not expected to cause any oral conditions different from those normally
experienced in routine dental care. No known side effects or risks are associated with the use of
the study products. Temporary tooth sensitivity and oral soft tissue irritation have been reported
with the use of whitening products. The reactions are not harmful and resolve once the whitening
treatment is withdrawn.

Precautions:
] All products given to you as part of this research study are for your use only.
° Keep all assigned products out of the reach of children and persons who may not

be able to read or understand the label, as well as pets.
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If you experience any problems or any researcﬁgg‘iated injury, you are to contact the Study
Investigator Dr. John T. Gallob at their 24-hour emergency number 702-885-6984. If you were
unable to contact him please call your physician, or the Poison Control Center at 1-888-489-3861.
You understand that if any physical injury results from your use of the test products, the
Sponsoring Company will be responsible for medical costs provided if you seek medical attention
as directed by the sponsoring company or as directed by the research study investigators.

BENEFITS TO THE SUBJECT

Participation in this research study may not benefit you personally. The results of the research
study may help to find alternative methods of whitening your teeth. There are other therapeutic
treatments that could help with tooth whitening, such as, toothpastes, mouth rinses and
professionally administered procedures.

CosTts
You will not be charged to participate in this research study.

PAYMENT FOR PARTICIPATION

You will be compensated for your participation in this study. For each study visit completed you
will receive a per diem of $ 40.% to cover food and transportation costs plus a $ 30.% bonus at the
end of the study for your time and compliance. You must meet all attendance requirements and
return all the test products at the end of the study. If you do not complete the study of your own
free will, you may receive a pro-rated portion of the compensation at the discretion of the Study
Investigators.

ALTERNATIVE TO PARTICIPATION

Your alternative is not to participate in this research study. If you decide not to participate in this
research study you may use one of the many over-the-counter tooth whitening treatments that you
can purchase to achieve your desired whitening effect. You may also see a dentist for professional
whitening treatment.

VOLUNTARY PARTICIPATION / WITHDRAWAL

You are under no obligation whatsoever to participate in this study and your participation in this
study is strictly voluntary. You may withdraw or discontinue participation at any time, without
penalty or loss of benefits to which you would otherwise be entitled. You may also withdraw your
consent for the use of your data, but you understand that you must do this in writing. You
understand that the investigator has the right to withdraw you from the study at any time. Any data
that has already been sent to Colgate Palmolive Company cannot be withdrawn because there may
not be any identifiers with the data.
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Atany time, the research study monitor/investiga%@a"n take you out of this research study because
it would not be in your best interest to stay in it. Your study doctor can stop treatment even if you
are willing to stay in the study.

In the event a woman enrolled in this clinical research study becomes pregnant during the course
of the research study, participation in this research study will be terminated upon the clinical staffs
notification of the event. Your medical records used in this study will be updated to reflect the
pregnancy and you will have follow-up contact until the end of the pregnancy to record the
outcome in your file.

[f you decide to pull out of the research study for any reason, you may be asked to return for at
least one additional visit for safety reasons.

CONFIDENTIALITY

The results of this research study may be published in a scientific journal and/or public clinical
trials government website. Your identity will be kept confidential, only your subject number/ID or
initials, gender and/or age may be used to identify you in any such publication of the study results.
You understand that the study records and any medical records obtained as a result of your
participation in the study will be examined by the Investigator, Sponsor (Colgate-Palmolive
Company) and may also be examined by an institutional review board (IRB), regulatory agencies
or the FDA.

MAINTENANCE AND CONFIDENTIALITY OF DENTAL/MEDICAL RECORDS

Your dental/medical records will be kept in accordance with state and federal laws concerning the
privacy and confidentiality of medical information. If your participation in this research is for
treatment or diagnostic purposes, the facility in which you are treated may ask you to sign a
separate informed consent document for specific procedures or treatment, and that informed
consent form may be included in the dental/medical record of that facility. The confidentiality of
your dental/medical record is also protected by federal privacy regulations.

Subjects’ study charts will be stored in a secure locked room designated for research charts storage
in the clinical site. The chart room is a limited-access area, and only delegated study personnel
will have access to the study charts and subjects’ data.

NEW FINDINGS

You will be informed of any significant new findings related to research study products or
procedures as soon as they are known. Such information may affect your decision to continue
participation in the research study.
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PROVED
Your participation is voluntary and you may withdraw from this study at any time without
prejudice.

UESTIONS
[f you have any questions about this research study, or if you feel you have experienced a possible
side effect, reaction to this research study product, or a research-related injury, contact the study
investigators:

Dr. John T. Gallob, DMD

President/Owner Consumer Research Consulting, LLC
5311 Strankman Ave

Las Vegas, NV 89131

Telephone: 702-885-6984

Email: John.eallobi@cre-florida.com

[f there are concerns about your rights as a research subject, you may contact:

Rosa M. Fraga, Chairperson

U.S. Investigational Review Board, Inc. (U.S. IRB, Inc. *)
8050 SW 72 Avenue, #2105

Miami, Florida 33143

Telephone: 1-786-473-3095

E-mail: rmvf1550/@aol.com

U.S. IRB, Inc. ™ is a group of people who perform independent review of research for protecting
the rights and safety of research participants.

Do not sign this consent form unless you have had a chance to ask questions and have received
satisfactory answers to all of your questions. If you agree to participate in this research study, you
will be given a signed and dated copy of this consent form to keep.
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Your signature below signifies that you understand and agree to the above and affirms that you
have volunteered to participate of your own free will. Further, you assert that you are eighteen (18)
years of age or older but not older than seventy (70) years of age and not nursing a baby or pregnant
and that you were given the opportunity to ask questions about the research study.

I have read the information in this consent form. All my questions about this research study and
my participation in it have been answered. | freely consent to participate in this research study.

I authorize the use and disclosure of my health information to the parties listed in the authorization
section of this consent for the purposes described above.

By signing this consent form, I have not waived any of my legal rights which I otherwise would
have as a subject in a research study.

Subject’s Signature Date

Subject’s Name (Please print)

Person Conducting Informed Consent Discussion Name (Please print)

Signature of Person Conducting Informed Consent Discussion Date

For further information regarding your rights as a volunteer, contact Rosa M. Fraga, Chairperson
of the U.S. Investigational Review Board, Inc. * (U.S.IRB, Inc. *) at 1-786-473-3095 or
rmv{l550@aol.com.







