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	Recommendations
	N°
	Justification
	Justification in protocol

	Justifying the cluster randomised design
	1
	The intervention (solar awareness program) is applied to classes. Pupils are naturally distributed in classes (=clusters) in schools. A randomised controlled trial is the gold standard for evaluating the effectiveness of an intervention program.
	Part: Background and rationale, page 4
Part: Trial design, page 5 

	REC review
	2
	This protocol will be submitted to a French ‘Comité de Protection des Personnes’ (CPP) before starting the research. It will validate the ethical aspect of this study.
	Part: Research ethics approval
Pages 13-14

	Identifying research participants
	3
	The students included are research participants because they are directly benefiting from an experimental (or control) intervention and will complete questionnaires in order to collect data about them to answer the research objectives.
	Part: Eligibility criteria, pages 5-6
Part: Interventions, pages 6-7
Part: Primary outcome measures and secondary outcomes measures, pages 7-8

	Obtaining informed consent
	4
	Written consent will be obtained from the students’ parents.
	Part: Data monitoring, page 12
Part: Research ethics approval, page 14

	
	5
	Consent will be obtained as soon as possible after randomization. No intervention (solar prevention program) or data collection will be initiated until consent is obtained.
	Part: Research ethics approval, page 14 

	
	6
	The intervention and the data collection procedures (questionnaire, photography) are at minimal risk for patient. This study is classified as an interventional research involving the human person, of category 2 with minimal risks and constraints (RIPH2), mentioned in the article L.1121-1 of the Public Health Code.
	Part: Interventions, pages 6-7

	
	7
	The researchers will obtain permission and agreement to participate in the study from the school rectorate, school principals, and teachers of the classes drawn. Consent will not be sought as this is a minimal risks and constraints research study.
	Part: Participant timeline, page 8
Part: Recruitment, page 10 

	Gatekeepers
	8
	We will ask for the consent of the student’s parents, not the classroom teacher. 
	Part: Eligibility criteria, page 6
Part: Research ethics approval, page 14

	
	9
	We will obtain permission from the teachers responsible for the class drawn.
	Part: Participant timeline, page 8
Part: Recruitment, page 10





	Recommandation
	N°
	Justification
	Justification in protocol

	
	10
	Student classes will be notified of the study.
	Part: Assignment of interventions, page 10

	Assessing benefits and harms
	11
	The interest of the study is justified in the rationale of the protocol.
	Part: Introduction, pages 4-5

	
	12
	The control group will not receive any intervention during the study, but will receive the MiSolRé intervention and a distribution of hats, sunglasses and sunscreen, at the end of the study, thus limiting a ‘bad luck” of being drawn into the control arm.
	Part: Interventions, page 7

	
	13
	Data collection is risk-free (filling out questionnaires, anonymized photographs of students). This study is a RIPH2.
	Part: Data collection methods, pages 10-11

	Protecting vulnerable participants
	14
	Students in the second-year class are helped by a school welfare assistant.
	Part: page 8, line 140
Part: page 11, line 225

	
	15
	[bookmark: _heading=h.30j0zll]All students in a class, and their parents, will be able to freely choose their participation in the study. 
	Part: Assignment of interventions, page 10
Part: Research ethics approval, page 14
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Tick one box: True, False or I don't know.
1- What does the sun produce?
a. The sun produces visible rays. 			True ☐ False ☐ I don't know ☐
b. The sun produces invisible rays. 			True ☐ False ☐ I don't know ☐
c. The sun produces chemical substances. 		True ☐ False ☐ I don't know ☐

Tick one box: True, False or I don't know.
2- Among the radiation emitted by the sun, what does your eye see?
a. Your eye can see ultraviolet (UV) light. 		True ☐ False ☐ I don't know ☐
b. Your eye can see infrared. 				True ☐ False ☐ I don't know ☐
c. Your eye can see white light.	 			True ☐ False ☐ I don't know ☐

Tick one box: True, False or I don't know.
3- The earth and the sun
a. The earth revolves around the sun. 			True ☐ False ☐ I don't know ☐
b. The earth rotates on itself. 				True ☐ False ☐ I don't know ☐
c. The distance between the earth and the sun is different in different seasons.
True ☐ False ☐ I don't know ☐
d. The higher the sun is in the sky, the longer the shadows are.
True ☐ False ☐ I don't know ☐
e. The shorter the shadows are, the more ultraviolet light there is.
True ☐ False ☐ I don't know ☐
f. The effects of the sun are the same all year round.
True ☐ False ☐ I don't know ☐

4- Mark the times of day when the sun is most intense. For example, if you think that it is between 9am and 11am, you would mark:
9am 10am 11am
☒       ☒       ☒

Your turn:
9am	 10am 	11am	 12pm	 2pm 	3pm 	5pm 	6pm
☐	 ☐	 ☐	 ☐	 ☐	 ☐	 ☐	 ☐

Check one box: True, False or Don't know.
5- Your skin and eyes in the sun
a. When the sun glares at you, it is dangerous for your eyes.
True ☐ False ☐ I don't know ☐
b. The sun is more dangerous for children than for adults.
True ☐ False ☐ I don't know ☐
c. The risks of the sun are the same regardless of your skin colour.
True ☐ False ☐ I don't know ☐

Check one box: True, False or Don't know.
6- The sun is essential! It has a good effect on your health:
a. The sun makes you feel good. 			True ☐ False ☐ I don't know ☐
b. The sun makes vitamins. 				True ☐ False ☐ I don't know ☐
c. The sun allows everyone to get a tan. 			True ☐ False ☐ I don't know ☐
d. The sun enables life on Earth. 			True ☐ False ☐ I don't know ☐

Check one box: True, False or Don't know.
7- What are the risks of the sun on your skin?
a. The sun can cause wrinkles later in life.		True ☐ False ☐ I don't know ☐
b. The sun can cause skin burns.				True ☐ False ☐ I don't know ☐
c. The sun can cause skin cancer.			True ☐ False ☐ I don't know ☐

Tick one box only.
8- Your clothes protect better from the sun's rays when they are:
Wet ☐ 		or 		Dry ☐

Tick one box only.
9- Your clothes protect better from the sun's rays when they are:
Light in colour ☐ 	or 		Dark ☐

Tick one box only.
10- Your clothes protect better from the sun's rays when they are:
Lightweight ☐		 or 		Thick ☐

Tick one box: True, False or I don't know.
11- How do you protect yourself from the sun?
a. Under an umbrella on the beach, you are totally safe from sunburn.
True ☐ False ☐ I don't know ☐
b. If you put on a cap, it is enough to protect you.
True ☐ False ☐ I don't know ☐
c. All sunglasses protect from the sun in the same way.
True ☐ False ☐ I don't know ☐
d. When the sky is cloudy, you should still protect yourself.
True ☐ False ☐ I don't know ☐
e. It's important to drink water when you're in the sun.
True ☐ False ☐ I don't know ☐

Tick one box: True, False or I don't know.
12- Sun creams:
a. All sun creams protect in the same way.	
True ☐ False ☐ I don't know ☐
b. The more sun cream you put on, the more protected you are.
True ☐ False ☐ I don't know ☐
c. There is no point in putting sun cream on often.
True ☐ False ☐ I don't know ☐
d. Sun cream allows you to stay in the sun longer without risk.
True ☐ False ☐ I don't know ☐

Tick one box: True, False or I don't know.
13- The protection factor (number) indicated on the creams.
a. The protection index is useful to tan more easily.
True ☐ False ☐ I don't know ☐
b. The protection factor allows you to choose the cream according to your skin's reaction to the sun.
True ☐ False ☐ I don't know ☐
c. The protection index allows you to choose the cream according to the intensity of the sun.
True ☐ False ☐ I don't know ☐

Tick one box: True, False or I don't know.
14- How should you behave if you get a heat stroke (sunstroke)?
a. You can find a place to cool off.  			True ☐ False ☐ I don't know ☐
b. You can refresh yourself with water. 			True ☐ False ☐ I don't know ☐

Tick one box: True, False or I don't know.
15- What do you think?
a. To get a tan, you need to get sunburned. 	
True ☐ False ☐ I don't know ☐
b. Sunburn is the same as heat stroke (sunstroke).
True ☐ False ☐ I don't know ☐
c. In the mountains, you get less ultraviolet radiation because it is colder.
True ☐ False ☐ I don't know ☐

d. The sun's radiation does not only come from the sky, but also by reflection on the ground or on water. 							True ☐ False ☐ I don't know ☐
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Tick one box only.
1- Do you like being tanned?			
Yes ☐ 		No ☐ 		It is not important to me ☐

Answer with Yes or No.
2- For you, being tanned is?
a. To be tanned is to be in good health. 						Yes ☐ 		No ☐
b. To be tanned is to be more beautiful. 					Yes ☐ 		No ☐
c. To be tanned is to be fashionable. 						Yes ☐ 		No ☐
d. To be tanned is to protect yourself from sunburn. 				Yes ☐ 		No ☐

Answer with Yes or No.
3- When should you protect yourself from the sun?
a. You should protect yourself from the sun when playing sports outside. 	Yes ☐ 		No ☐
b. You should protect yourself from the sun when doing sports at sea. 		Yes ☐ 		No ☐
c. You should protect yourself from the sun when swimming in the pool. 	Yes ☐ 		No ☐
d. You should protect yourself from the sun at the beach. 			Yes ☐ 		No ☐
e. You should protect yourself from the sun when walking. 			Yes ☐ 		No ☐
f. You should protect yourself from the sun in the mountains. 			Yes ☐ 		No ☐

Tick one box only.
4- What is the main reason why you put on sun cream?
a. To prevent you from getting sunburned. 						☐
b. To make you tan faster and darker.							☐
c. To stay in the sun longer. 								☐
d. To save you from damaging your skin later in life.					☐
e. Because your parents want you to. 							☐
f. Other: ________________________________ 					☐

Tick one box only.
5- For you, what is the best protection against the sun?
a. You wear sun cream and a hat or cap. 						☐
b. You put on sun cream while choosing the hours when there is the least sun. 		☐
c. You put on sunglasses, a hat and a T-shirt or lycra. 					☐
d. You put on everything: sunglasses, a hat and a t-shirt or lycra and sun cream. 	☐

Tick one box only.
6- Do you go out in the sun?
Often ☐ 	Sometimes ☐ 		Rarely ☐ 	Never ☐

Tick one box only.
7- When you are outside in the sun, but not at the beach or pool, do you protect yourself from the
from the sun?
Regularly ☐	 	Occasionally ☐ 		Never ☐

For each line, tick only one box.
8- To protect yourself from the sun, you use:
a. A hat or cap
Regularly ☐		 Occasionally ☐		 Never ☐
b. A t-shirt or lycra
Regularly ☐ 		Occasionally ☐ 		Never ☐
c. Sunglasses
Regularly ☐ 		Occasionally ☐ 		Never ☐
d. Shorts
Regularly ☐ 		Occasionally ☐ 		Never ☐
e. Sun cream
Regularly ☐ 		Occasionally ☐ 		Never ☐

Tick one box only.
9- When you are out, who tells you most often to protect yourself?
a. Your father 										☐
b. Your mother 										☐
c. Your grandparents 									☐
d. Your friends 										☐
e. Nobody 										☐

Tick one box only.
10- After a day spent in the sun, have you ever had…?
a. Red skin. 									☐
b. Red skin that peels with small blisters. 					☐
c. Burnt skin with large blisters. 						☐
d. None of the above. 								☐

Tick Yes or No in each line.
11- At the beach do you usually use?
a. A T-shirt or lycra 								Yes ☐ 		No ☐
b. A hat or cap 									Yes ☐ 		No ☐
c. Sun cream 									Yes ☐ 		No ☐
d. Sunglasses 									Yes ☐ 		No ☐
e. Sunshade 									Yes ☐ 		No ☐

Tick Yes or No in each line.
12- At the swimming pool do you usually use?
a. A T-shirt or lycra 								Yes ☐ 		No ☐
b. A hat or cap 									Yes ☐ 		No ☐
c. Sun cream 									Yes ☐ 		No ☐
d. Sunglasses 									Yes ☐ 		No ☐
e. Sunshade 									Yes ☐ 		No ☐
Tick one box only.
13- To go to the beach, you pay attention to the time.
a. Never ☐ 		b. If the sun is strong ☐ 		c. Always ☐

Tick one box only.
14- To go to the swimming pool, you pay attention to the time.
a. Never ☐ 		b. If the sun is strong ☐ 		c. Always ☐

Tick one box only.
15- At the beach, you are exposed to the sun:
a. Just when you are swimming. 							☐
b. To dry yourself off. 									☐
c. The whole time you're at the beach. 							☐

Tick one box only.
16- At the swimming pool, you are exposed to the sun:
a. Just when you are swimming. 							☐
b. To dry yourself off. 									☐
c. The whole time you're at the beach. 							☐

For each line, tick only one box.
17- When you are out in the sun, do you use sun cream?
Yes ☐ 			No ☐
· If you answered YES, do you use sun cream:
Once ☐ 		Several times ☐
· If you answered YES, do you know the protection factor (number) of the cream you use ?
a. No, I don't know the index 						☐
b. The index is low. 							☐
c. The index is medium. 						☐
d. The index is strong. 							☐
Be careful, for this question you can give several answers.
18- You have been informed about the risks of the sun:
a. At school 										☐
b. On the internet 									☐
c. While watching television 								☐
d. In books 										☐
e. From your parents 									☐
f. Other ___________________________ 						☐
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Multiple Comparisons

Numeric Results for Multiple Comparison Test: Dunnett (With Control)

Average Minimum Standard
Size Total Detectable Deviation
Power n) k N Alpha Beta Difference (S) Diff I S
09104 112,00 4 448 0,0500 0,0896 0,10 0,15 0,6667
References

Hsu, Jason. 1996. Multiple Comparisons: Theory and Methods. Chapman & Hall. London

Report Definitions

Power is the probability of rejecting a false null hypothesis. It should be close to one
n is the average group sample size.

k is the number of groups.

Total N is the total sample size of all groups combined.

Alpha is the probability of rejecting a true null hypothesis. It should be small.

Beta is the probability of accepting a false null hypothesis. It should be small.

The Minimum Detectable Difference between any two group means

S is the within group standard deviation.

Diff / D is the ratio of Min. Detect Diff. to standard deviation_

Summary Statements

In a single factor ANOVA study, sample sizes of 112, 112, 112, and 112 are obtained from the 4 groups whose
means are to be compared. The total sample of 448 subjects achieves 91% power to detect a difference of at
least 0,10 using the Dunnett (With Control) multiple comparison test at a 0,0500 significance level. The common
standard deviation within a group is assumed to be 0,15.

Dunnett Test Details

Percent Minimum
nof Detectable Standard
Group n Total N Alpha Power Difference Deviation
1 112 25,00 0,0500 09104 0,10 0,15
2 112 25,00
3 112 25,00
Control 112 2500

Total 448 100,00




