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Informed Consent Form for Dental Clinical Trial

Study Name: Efficacy of Miswak-Black Silica Toothbrush and its Effect on the Color Stability
and Surface Roughness of Enamel and Resin Composite (In-vitro/In-vivo Study)

Location: Dental College in Taibah University, Al-Madinah Al-Monawara, Saudi Arabia
Researcher team: Dr. Anfal AlQussier, Dr. Danya Hashem, and Dr. Somaya Ali

Contact No.: 0556622191

Study Description:

This consent form invites you to participate in a clinical trial aimed to measure the
antibacterial effect of Miswak-Black Silica toothbrush compared to a soft manual
toothbrush after two weeks of use.

Study Details
Duration of Study: Five weeks
Number of Required Visits: Four visits
Procedures Involved:

In this study, participants will test two different toothbrushes to compare their antibacterial
effects. Here's what will happen:

1. First and second weeks:

You will be given a Miswak-Black Silica toothbrush and asked to brush your teeth twice a day
for 30 seconds each time. After one week, you will return the used toothbrush.

2. Washout Period :

You will take a one-week break from study and use your regular toothbrush to ensure no
carryover effects.



3. Forth and Fifth weeks:

You will be given a standard Colgate soft manual toothbrush and asked to follow the same
brushing instructions (twice a day for 30 seconds). After one week, you will return this
toothbrush as well.

4. Testing the Toothbrushes:

The bristles of both used toothbrushes will be cut and examined in a laboratory to evaluate
the growth of bacteria that are commonly found in the mouth, such as Streptococcus
mutans.

Potential Benefits: There may not be direct personal benefits from participating in this
study, though your involvement will contribute valuable data that could improve oral hygiene
products and practices. Additionally, you will receive professional dental assessments and
guidance on maintaining good oral health.

Potential Risks: While this clinical is designed to be safe, there are some potential risks and
discomforts that participants should be aware of. These risks are minimal but important to
consider before agreeing to participate including temporary oral discomfort, risk of abrasion,
and rare allergic reaction.

Your Rights as a Participant

You have the right to withdraw from the study at any time without facing any
consequences.

Your privacy and personal information will be protected.

Participant Consent

I acknowledge that | have understood all the information related to this study and voluntarily
agree to participate.

Participant Name:

Signature:

Date:




