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Protocol S01 26.3.2011

Effectiveness of Educational Poster to Secondary Students regarding Emergency
Management of Dental Trauma - A cluster randomised controlled trial

Background
Dental Injuries is common, if the patient or person next to him/her acts correctly and
fast, the damage will be minimized and most teeth and tissue could be saved.

Secondary students are physically active. School is a good place where students can
read posters in classrooms easily, if they know how to deal with dental injuries, it is

good for themselves and people they meet.

A poster placed in the notice board in classroom can be easily seen and read by
students. It can be placed for a long time, it might be a good method to deliver the
knowledge.

Aim
To investigate the effectiveness of the educational poster about dental trauma to
increase the knowledge of secondary students.

Methodology

Schools will be randomly divided into two groups, baseline score of knowledge in
questionnaire will be collected for all subjects. Poster will be sent to intervention
group, the school will place it at the notice broad or area of similar function in the
classroom. For the control group, nothing will be given, then after 2 weeks, the score
of knowledge by the second questionnaire of both groups will be collected again.

To compare the difference in knowledge before and after in both groups, statistical
test will be performed to show it is not due to chance.

Design

We conduct a cluster randomized controlled trial. A list of secondary schools was
requested from the Education Bureau. Secondary schools will be invited to join the
study and then randomized to the intervention group and the control group in the
unit of school using computer generated numbers. All students will fill in the first
questionnaire and send it back to the investigator in 1 week. Then copies of the same
poster will be given to the intervention schools, these schools will be requested to
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place them in the classrooms of the participating students. No poster will be given to
the control group. After 2 weeks, the poster will be removed. The same
questionnaire will be filled out by all the students in both groups and sent back in 1
week. Then the data will be processed to show whether the poster is effective to

improve the knowledge of the students.
This study will comply with Declaration of Helsinki and ICH GCP guidelines.

Eligibility

All secondary schools in Hong Kong that the students can read Chinese or English.

Withdrawal of students from the study
The participating students can withdraw from the study at any time.

Sample size determination:
In determining the k, the number of cluster required to achieve a power of (1-B) and
a significance of a, we consider the following formula [1]:

_ (zaj2 +25) (2091 + (m = Dp]
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In this formula, z,,, and z, are standard normal distribution values corresponding
to upper tail probabilities of a/2 and B respectively. m is the cluster size, p is the
intracluster correlation coefficient. |u, —u,| is the minimum difference in
outcomes of intervention and control groups which can be regarded as significant,
and g is the standard deviation of the outcome variable.

In order to demonstrate a difference in score improvement of 2 marks (variance 10)
between the intervention group and the control group, with a power of 90% and a
statistical significance of 5%, 53 individuals are needed in each group under simple
random sampling. To account for the cluster design, we assume an intracluster
correlation (ICC) of 0.1. No published data on ICC under this setting can be found.
However, in general practice studies, ICC take values commonly between 0.01 and
0.05 [2], so 0.1 would be a conservative estimate. With an average of 40 students
recruited per school, the adjusted sample size is 7 schools, or 258 students, per
group. To allow for potential dropouts, we aimed to recruit extra 30% individuals per
group, yielding a total of 9 schools, or 335 students, per group.



To obtain a better estimate for the variance, we will conduct a pilot test with two
schools (with about 80 students). In the pilot test, we ask each student to fill out the
questionnaire once. We estimate the variance of the difference in score
improvement between the intervention group and the control group by two times
the sample variance of the scores obtained from the pilot test. The sample size will
then be adjusted according to the new estimated variance according to the pilot test.

Recruitment

We send invitation letters with school consent form and guardian consent form to
lots of 50 schools randomly from the schools in the above-mentioned school lists
until the desired sample size is achieved. We aimed at 18 schools, with each school
having at least 40 students participating. We will then randomize them to the
intervention group and control group in the unit of school. The sample size will be
finalized after the pilot test from the 2 schools that are first to reply, one will be for

control and one for intervention.

Statistical Analysis

Only students who have completed both questionnaires before and after the study
will be included in the analysis. To accommodate possible dependence between
observations from the same school, multilevel regression will be conducted to
investigate the changes of questionnaire score before and after the study. In the
regression model, the score change will be considered as the dependent variable.
The group (intervention/control), baseline questionnaire score, age, gender, and
interaction terms between group and baseline questionnaire score, age and gender
are considered as potential factors that will be included in the analysis. Significance
of the regression coefficients will be tested at 5% level of significance. All tests are
two-sided.

Reference

1. Impact of educational posters on the lay knowledge of school teachers regarding
emergency management of dental injuries Dental Traumatology 2009; 25:
406-412;

2. Allan Donner and Neil Klar. Design and Analysis of Cluster Randomization Trials
in Health Research. London: Arnold, 2000.

3. Underwood M, Barnett A, Hajioff S. Cluster randomization: a trap for the unwary.

Br J Gen Pract 1998; 48: 1089-1090.
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21.4.2011

Dear PTA Chairperson, teachers and guardians,
Ref: Academic Study for dental injuries — questionnaire for students

[ am a public health practitioner and researcher, [ am now co-operating with Prof Cheung
Lim Kwong and Mr Alex Wong in an academic study for dental injuries. This is a joint

project with the University of Hong Kong. We invite your school to join this study.

Students of the participating schools will be the first group to learn the essential but
simple and precise steps of how to deal with dental injuries in accidents before

professional care are provided. This will benefit your students and save more teeth.

The result of this study will give the dental field some information about whether the
educational poster for secondary students about dental injury improves student’s
knowledge. It can be comprehended in around 10 minutes. Also, all secondary schools in

Hong Kong will ultimately receive the same educational poster if the result is positive.

We cannot proceed to the printing and sending of the posters without this study. Your
participation is important to all secondary schools. We will acknowledge all participating
schools in a list when we send the posters. Please tell us if you do not want your school

appears in the list.

Participating students will receive altogether 2 sets of questionnaire which consist of 14
MC questions which can be filled in around 7 minutes. They are basic data and dental
injury knowledge questions. There will be no sensitive questions and all information will

comply with rules in Hong Kong and international medical research ethics code.

We gave the guardian’s consent forms, questionnaires and posters to some F.X students
and their guardians; they filled out, returned and told us that this topic was highly related
to their daily life. They hope this study could be completed and posters could be sent to

all secondary schools in Hong Kong.

Please sign the school consent form and individual guardian’s consent form if you can
help. Completion of 2 sets of questionnaires is necessary to give the data for the analysis.
However, students have the absolute right to withdraw at any time even they signed
the consent form. We need at least 40 students (F.X-F.Y) in each participating school.

We need your support. Please discuss with your collegues and guardian’s representatives,
Please mail the consent forms with the prepaid envelope best before 7.5.2011. Kindly
contact Cecilia Young at 23618684 if you have any enquiries or if you want more time.

Thank you for your kind attention.

Cecilia Young ( all documents were sent to the Principal )

- .
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Research Team — Poster effectiveness — Secondary Student Trial

105A, 1/F Liberte Place, 833 Lai Chi Kok Road, Kin Tel 25)61-8684 ceciliatyp@yahoo.com.hk
21.4.2011
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School’s Informed Consent Form

Effectiveness of educational poster to secondary students regarding emergency

management of dental trauma - A cluster randomised controlled trial

1.

Participating school

The aim of this study is to test whether the educational poster can improve the
secondary students’ knowledge in dental injuries.

There will be 2 sets of questionnaires. Participating students need to fill out both
of them. We need to analyze both questionnaires.

There are 14 multiple questions in the questionnaires. They consist of basic data
and dental injury knowledge. There will be no sensitive questions and all
information will comply with all rules in Hong Kong (keep confidential and other
law) and international medical research ethics code.

Participating students are the first group of secondary students who receive
guidelines of handling of dental injuries in Hong Kong.

The data are used for academic study for whether educational poster to secondary
students improves students’ knowledge. It gives the dental field some information.
All secondary schools in Hong Kong will receive the same educational poster if
the result is positive. The printing and sending can only be proceeded with the
basis of this study.

Participating student has the absolute right to withdraw this study at any
stage.

A copy of this consent form will be given to the school.

Tel:

Number of classes:

Date:

Contact person (print name):

Authorized signature with school chop
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Guardian’s Informed Consent Form

Effectiveness of educational poster to secondary students regarding emergency
management of dental trauma - A cluster randomised controlled trial

1. The aim of this study is to test whether the educational poster can improve the

secondary students’ knowledge in dental injuries.

2. There will be 2 sets of questionnaires. Participating students need to fill out both of

them. We need to analyze both questionnaires.

3. There are 14 multiple questions in the questionnaires. They consist of basic data and
dental injury knowledge. There will be no sensitive questions and all information will
comply with all rules in Hong Kong (keep confidential and other law) and

international medical research ethics code.

4. Participating students are the first group of secondary students who receive guidelines

of handling of dental injuries in Hong Kong.

5. The data are used for academic study for whether educational poster to secondary
students improves students’ knowledge. It gives the dental field some information. All
secondary schools in Hong Kong will receive the same educational poster if the result
is positive. The printing and sending can only be proceeded with the basis of this
study.

6. Participating student has the absolute right to withdraw this study at any stage.

7. A copy of this consent form will be given to each participating student’s guardian.

I can read English.

Student’s Print Name: Class:

School:

Please give Chinese / English questionnaire and poster to student.

(Please cross out the unsuitable language)

Guardian’s Print Name:

Signature
Date:

-~



BERRAERES

e AHE B MR = h B A IR e - R AE R A TR B

1. W HE BRREE R AT & 24 T A T A AIH -
2. MBI rEEENE - TR A BRE _HERAEST -

S.F’ A TIREEE - NERERER TSGR - R R SRR
MG WAL AT B AR K BB 2 e R <P Al (B RE AT -

4. SRR RS MR A R T SRS RE T AR P -

5. GERAEEMVFTAR - LEHEFRINERETRE2ENAE - RH7
e T R B R — el - M ERAG BRI A EEAS: - 2FTA R
HEWEIHEZRE R -

6. 2H2 4 AIFECEZEREEN AR AR -

A ABERIE P -

SHLB A 2 (IEFE): PR B B2
B

REIEE A fE4:

BE

H #A:

e



Name: X Questionnaire
School: ‘
Date:

Effectiveness of educational poster to secondary students regarding emergency
management of dental trauma - A cluster randomised controlled trial

Part 1 demographics
1. Gender:  (Oa. Male Ob. female

2.Age: (Oa.under 10 years old (Ob. 11-13 years old (Oc. 14-16 years old
(Od. 17-19 years old (Oe. 20 or above

3. Which grade are you studying?
(Oa.F.1-F.3 (Ob.F4-F.5 Oc.F6-F7

4. Have you received any formal first aid training?
Qa. Yes (gotoQ5) Ob.No (goto Q6)

5. Is the first aid about dental injury included in your formal first aid training?
(Ca. Yes Ob.No

6. Do you think that you can distinguish a primary tooth (baby tooth) from a
permanent tooth by considering the patient’s age and looking at the tooth, the
socket or the position?

Qa. Yes Ob. No

7. Have you ever received any educational material/information about the injury
except formal first aid training (before this study)?
(Oa. Yes (gotoQ.8) Ob.No(gotoQ.9)

8. Which way?
Oa. TV Ob. Journals (Oc. Radio (Od. School
Oe. Poster Of. Newspapers ~ Og. Internet Oh. Oral description
(Oi. Others (please specify)
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Part II knowledge

9. If there is a dental injury, the impact site is the teeth, only the teeth and surrounding
part seemed to be injured, what should the patient do?
O a. Go to the casualty in the nearest hospital on foot or by any transport
O b. Call an ambulance; go to the casualty in the nearest hospital.
O c. Go to the nearest private doctor
O d. Go to the patient’s family doctor
O e. Adentist
O f. Treat it by self
O g. Others (please specify)
(O h. Don’t Know

10. When should the patient go or be brought for the examination and treatment?
O a. At lunch or after school
O b. After plenty of rest
O c. Within 24 hours
O d. Within 48 hours
(O e. When the parent or guardian is free to bring the patient for examination and
treatment
O f. Any time when the patient feels relax and want to have treatment
O g. Within 4 hours
O h. Immediately
O 1. Others (please specify)
O j.Don’t Know

11. If the tooth is fractured, the patient or surrounding person should:
O a. The fractured part is useless, ignore it
- O b. Try to find the fractured part, wrap it with gauze or tissue and bring it for
examination and treatment
O c. Put it in liquid medium and bring it for examination and treatment
O d. Others (please specify)
O e. Don’t Know

K



. 12. If the tooth is displaced or extruded but still attached, the patient or surrounding
person should:
O a. Do not touch, let it remains its new position
O b. Try to put back to the original position
O c. Ask the patient to carefully clench one’s teeth if it is possible
O d. Others (please specify)
O e.. Don’t Know

13. Should a knocked out teeth be put back to the original position?
Baby tooth QOa. Yes (Ob. No (ODon’t know
Permanent tooth Oa. Yes Ob. No (ODon’t know

14. If a tooth is knocked out? It should be: (1 or more)
O a. The tooth is useless, do not spend time to find it or to work on it
O b. Wrap it in gauze or tissue and bring it to examination and treatment
¥ O c. Soak it in cold milk in a container and bring it to examination and

treatment

O d. Soak it in physiological saline in a container (from pharmacy) and bring it
to examination and treatment

O e. Soak it in the patient’s saliva in a container and then bring the container to
examination and treatment

O f. Soak it in tap water in a container and bring the container to examination
and to treatment

O g. Soak it in distilled water in a container and bring the container to
examination and to treatment

O h. Put it in a container or a plastic bag in dry condition and bring it to
examination and treatment

O i. Soak it in a container with disinfectant solution and bring it to examination
and treatment

O ]. Others (please specify)

O k.. Don’t Know

End of the questionnaire
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