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20 June 2016 

 

Dr. Raphael F. de Souza 

Faculty of Dentistry 

2001, avenue McGill-College, Suite 534 

Montreal QC H3A 1G1 

 

RE: IRB Review Number A00-M25-16A 

Efficacy of palatal brushing in patients with denture stomatitis: a randomized controlled trial 
 

Dear Dr. de Souza 

 

On 13 June 2016, at a meeting of the Institutional Review Board, a full Board review was conducted 

for the above-referenced study. 

 

The Committee identified the following concerns for your response: 

 

Scientific Protocol & Ethical Considerations 

 

1. How will adherence to palatal brushing be assessed? The Committee recommends having 

participants record daily brushing in a tracking diary. 

2. What mechanisms are in place to maintain the study blind (i.e. to keep participants from self-

declaring to their dentist?) 

3. Questionnaires/Data Collection Forms: 

a. Assessment of Oral Condition – the committee recommends replacing the term ‘prosthesis’ with 

‘dentures’ throughout all forms provided to participants. 

b. Correct the spelling of ‘Sociodemographic Information’ on the English form. 

c. Lifestyle – question 9 – recommend revising the parenthetical text to read, ‘(number of drinks 

per day, or approximate volume consumed in either ounces or mL.) 

d. Complete prosthesis – question 1 – define ‘edentulous’. 

 

Recruitment Ad/Poster 

 

4. In the third sentence, replace ‘…in reducing inflammation...’ with ‘…on reducing 

inflammation…’ 

5. Define or rephrase ‘xerostomia’. 

 

Consent Form 

 

6. The English and French consent forms do not contain the same information; the two forms need 
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to be consistent.  

7. The English translation would benefit from a review by a writer fluent in the English language 

to correct grammar and sentence structure. 

8. Correct the page number on the French consent form. 

9. Under General Information – replace ‘disadvantages and advantages’ with ‘risks and benefits’. 

10. Delete the section ‘Conditions to participate’; listing the eligibility criteria is not a requirement 

for the consent form. 

11. Under Nature of participation and duration of the study – please provide a brief explanation for 

‘ultrasonic back’. 

12. The procedures and associated risks sections provide no information on the collection of samples 

for biomarker/genetics testing (i.e. what the saliva samples will be used for and why.) 

Additionally, please clarify whether this testing is mandatory or an optional component to study 

participation. If it is optional, then an explicit and separate consent for this testing must be 

obtained from the study participant. 

13. Under Associated risks and inconveniences – in the last sentence of the first paragraph, replace 

the word ‘drawbacks’ with ‘inconveniences’ and rephrase the end of this sentence to read, 

‘…associated with participating in this research project.’ 

14. Modify the ‘Advantages and benefits’ section header to simply read ‘Benefits’, and revise the text 

to read: ‘You may or may not benefit personally from taking part in this project. One potential 

benefit is a possible reduction in the inflammation of your palate. You will also receive the 

required brushes free of charge. You will benefit from having your dentures cleaned with 

ultrasound technology at each study visit. This study will provide researchers with new 

information about the impact of palatal brushing in denture wearers, and the results of this study 

may help in the development of better treatment for denture stomatitis.’ 

15. Under Confidentiality – modify the end of the first sentence to read, ‘…to meet the project’s 

scientific objectives.’ 

16. Under Confidentiality - add the following statement, ‘Members of the McGill Institutional 

Review Board, or persons designated by this Board, may access the study data to verify the 

ethical conduct of this study.’ 

17. On the English consent form, replace the term ‘Results diffusion’ with ‘Communication of 

results’. Additionally, provide participants with the option to receive the results by mail if they 

do not use or do not have access to email or the internet. 

18. Under Voluntary participation and withdrawal – delete ‘or exclusion’ from the last sentence of 

the second paragraph. 

19. Delete the section ‘Registration of clinical trial’; this is a US requirement for regulated clinical 

trials and does not require statement in consent forms for studies conducted in Canada. 

20. Move the section ‘interruption of clinical trial’ to follow the section on voluntary participation 

and withdrawal. Additionally, change the section header to read, ‘Discontinuation of the study’. 

21. Replace the section title ‘Identification of contact persons’ with ‘Contact information for 

questions’, and clearly separate the name and contact information for questions about the 

research study and for questions about the rights of research participants. 

22. Consent Form/Signature page: rewrite the consent statement as follows: ‘The research project 

described in this consent form has been explained to me. I am aware of the purpose of this study, 

what I am asked to do, and the risks and benefits of taking part. Any questions I had about this 

study have been answered, and I can obtain more information at any time during the study. I am 

aware that I can withdraw from this study at any time. I consent to take part in this study. I do 

not give up any of my legal rights by signing this consent form. I will receive a copy of this 
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consent form for my records.’ 

23. Consent Form/Signature page: replace the French text with English (i.e. Name of Participant 

(printed), Signature of Participant.) 

 

This study received ethics approval pending the submission and an assessment of an appropriate 

response to the above-outlined issues. 

 

Regards, 

 

 

 

Roberta Palmour, PhD 

Chair 

Institutional Review Board 

 

Cc: A00-M25-16A 

 

 

 


