Title: School-based Comprehensive Sexuality Education for Prevention of Adolescent Pregnancy: A Scoping Review
Authors:
[bookmark: _Hlk133832937]Su Mon Myat1,2, Porjai Pattanittum3, Jen Sothornwit 4, Chetta Ngamjarus3, Siwanon Rattanakanokchai3, Kyaw Lwin Show5,2, Nampet Jampathong6, Pisake Lumbiganon4
Affiliations:
1School Health Division, Department of Public Health, Ministry of Health, Myanmar
2Doctor of Epidemiology and Biostatistics Program, Department of Epidemiology and Biostatistics, Faculty of Public Health, Khon Kaen University, Thailand
3Department of Epidemiology and Biostatistics, Faculty of Public Health, Khon Kaen University, Thailand
4Department of Obstetrics and Gynecology, Faculty of Medicine, Khon Kaen University, Thailand 
5Department of Medical Research, Ministry of Health, Myanmar
6Cochrane Thailand, Khon Kaen University, Thailand
*Corresponding author: 
Name:		Dr. Porjai Pattanittum, 
Address:	Associate Professor, Department of Epidemiology and Biostatistics, Faculty 			of Public Health, Khon Kaen University, Thailand
Telephone:	+66 862300217
Email: 		pporja@kku.ac.th








Supplementary Information
Additional file 1: 
Supplementary Figure S1. Distribution of countries of included studies
Supplementary Table S1. PRISMA-ScR checklist. 
Supplementary Table S2. Search strategies. 
Supplementary Table S3. Characteristics of ongoing studies.
Supplementary Table S4. List of included studies. 
Supplementary Table S5. Characteristics of included studies. 























[image: Map

Description automatically generated]
Supplementary Figure S1. Distribution of countries of included studies















Supplementary Table S1: PRISMA-ScR checklist
	Section
	Item
	PRISMA-ScR Checklist Item
	

	Title

	Title
	1
	Identify the report as a scoping review
	Title

	Abstract

	Structured summary
	2
	Provide a structured summary that includes (as applicable): background, objectives, eligibility criteria, sources of evidence, charting methods, results, and conclusions that relate to the review questions and objectives
	Abstract

	Introduction

	Rationale
	3
	Describe the rationale for the review in the context of what is already known. Explain why the review questions/objectives lend themselves to a scoping review approach.
	Background Rationale for undertaking a scoping review

	Objectives
	4
	Provide an explicit statement of the questions and objectives being addressed with reference to their key elements (e.g., population or participants, concepts, and context) or other relevant key elements used to conceptualize the review questions and/or objectives.
	Objectives

	Methods

	Protocol and registration
	5
	Indicate whether a review protocol exists; state if and where it can be accessed (e.g., a Web address); and if available, provide registration information, including the registration number.
	Methods

	Eligibility criteria
	6
	Specify characteristics of the sources of evidence used as eligibility criteria (e.g., years considered, language, and publication status), and provide a rationale.
	Methods

	Information sources
	7
	Describe all information sources in the search (e.g., databases with dates of coverage and contact with authors to identify additional sources), as well as the date the most recent search was executed.
	Methods and Supplementary Table S2

	Search
	8
	Present the full electronic search strategy for at least 1 database, including any limits used, such that it could be repeated
	Supplementary Table S2

	Selection of
sources of
evidence
	9
	State the process for selecting sources of evidence (i.e., screening and eligibility) included in the scoping review.
	Methods

	Data charting
process
	10
	Describe the methods of charting data from the included sources of evidence (e.g., calibrated forms or forms that have been tested by the team before their use, and whether data charting was done independently or in duplicate) and any processes for obtaining and confirming data from investigators.
	Methods

	Data items
	11
	List and define all variables for which data were sought and any assumptions and simplifications made.
	Methods

	Synthesis of results
	13
	Describe the methods of handling and summarizing the data that were charted
	Methods

	Results

	Selection of sources of evidence
	14
	Give numbers of sources of evidence screened, assessed for eligibility, and included in the review, with reasons for exclusions at each stage, ideally using a flow diagram.
	Methods

	Characteristics of sources of
evidence
	15
	For each source of evidence, present characteristics for which data were charted and provide the citations.
	Methods and Supplementary Table S2, S3

	Results of individual sources of evidence
	17
	For each included source of evidence, present the relevant data that were charted that relate to the review questions and objectives
	Not reported

	Synthesis of results
	18
	Summarize and/or present the charting results as they relate to the review questions and objectives
	Results, Figure 1,2,3,4 and Table 1

	Discussion

	Summary of evidence
	19
	Summarize the main results (including an overview of concepts, themes, and types of evidence available), link to the review questions and objectives, and consider the relevance to key groups
	Discussion

	Limitations
	20
	Discuss the limitations of the scoping review process.
	Strengths and Limitations

	Conclusions
	21
	Provide a general interpretation of the results with respect to the review questions and objectives, as well as potential implications and/or next steps
	Conclusion

	Funding

	Funding
	22
	Describe sources of funding for the included sources of evidence, as well as sources of funding for the scoping review. Describe the role of the funders of the scoping review
	sources of funding for the included sources of evidence not described, sources of funding for the scoping review reported

















Supplementary Table S2: Search strategies
Database: PudMed
Date search conducted: 4 Nov 2023
	Search
	Query

	#1
	adolescent [MeSH Terms]

	#2
	child [MeSH Terms]

	#3
	young adult [MeSH Terms]

	#4
	adolescent* OR "adolescence" OR teen* OR teenager* OR youth* OR juvenile* OR child* OR "boy" OR "boys" OR girl* OR schoolboy* OR schoolgirl* OR "young man" OR "young men" OR "young lady" OR "young ladies" OR youngster*

	#5
	#1 OR #2 OR #3 OR #4

	#6
	sexuality education [MeSH Terms] AND (school health service [MeSH Terms] OR school [MeSH Terms])

	#7
	"comprehensive sexuality education" OR "CSE"

	#8
	"sex" OR sexual* OR "family planning" OR reproduct*

	#9
	educat* OR "training" OR instructor* OR counsel* OR teach* OR coach* OR mentor* OR lectur* OR tutor* OR learn* 

	#10
	school* OR "classroom" OR "class room*"

	#11
	#8 AND #9

	#12
	(#7 OR #11) AND #10

	#13
	#6 OR #12

	#14
	contraception [MeSH Terms]

	#15
	(("fertilization" OR "fertility" OR "birth") AND ("inhibition" OR control* OR block* OR prevent*)) OR "contraceptive method*" OR contraception* OR "family planning" OR "contraceptive agent*" OR "contraceptive device*" OR "contraceptive drug*" OR "contraceptive pill*" OR "condom"

	#16
	pregnancy [MeSH Terms]OR pregnancy in adolescence [MeSH Terms]

	#17
	pregnanc* OR gestation*

	#18
	abortion* 

	#19
	unintended pregnancy[MeSH Terms]

	#20
	“unintended pregnancy”

	#21
	#14 OR #15 OR #16 OR #17 OR #18 OR #19 OR #20

	#22
	randomized controlled trial [PT] OR controlled before-after studies [MeSH Terms]

	#23
	((("randomized" OR "randomised") AND "controlled trial*") OR (("randomized" OR "randomised") AND "control trial*") OR "RCT" OR "randomly") OR ("before and after" OR CBA OR "before-after")

	#24
	Interrupted time series [MH]

	#25
	"time series" OR ("interrupted" AND "time series") OR ("ITS" AND ("studies" OR "study"))

	#26
	quasi randomized control trial[MeSH Terms]

	#27
	“quasi randomized control trial”

	#28
	“Cluster randomised controlled trial*” OR “Cluster randomised trial*” OR “group-randomised trial*”

	#29
	#22 OR #23 OR #24 OR #25 OR #26 OR #27 OR #28

	#30
	#5 AND #13 AND #21 AND #29




Database: Cochrane Library
Date search conducted: 4 Nov 2023
	Search
	Query

	#1
	MeSH descriptor: [Adolescent] explode all trees

	#2
	MeSH descriptor: [Child] explode all trees

	#3
	MeSH descriptor: [Young Adult] explode all trees

	#4
	adolescent* OR "adolescence" OR teen* OR teenager* OR youth* OR juvenile* OR child* OR "boy" OR "boys" OR girl* OR schoolboy* OR schoolgirl* OR "young man" OR "young men" OR "young lady" OR "young ladies" OR youngster*

	#5
	#1 OR #2 OR #3 OR #4

	#6
	MeSH descriptor: [Sexuality education] explode all trees

	#7
	"comprehensive sexuality education" OR "CSE"

	#8
	"sex" OR sexual* OR "family planning" OR reproduct*

	#9
	educat* OR "training" OR instructor*  OR counsel* OR teach* OR coach* OR mentor* OR lectur* OR tutor* OR learn* 

	#10
	school* OR "classroom" OR (class room*)

	#11
	MeSH descriptor: [School Health Services] explode all trees

	#12
	(#8 AND #9) OR #6 OR #7

	#13
	(#10 OR #11) AND #12

	#14
	MeSH descriptor: [Contraception] explode all trees

	#15
	MeSH descriptor: [Pregnancy] explode all trees

	#16
	MeSH descriptor: [Pregnancy in Adolescence] explode all trees

	#17
	pregnanc* OR gestation*

	#18
	(("fertilization" OR "fertility" OR "birth") AND ("inhibition" OR control* OR block* OR prevent*)) OR (contraceptive method*) OR contraception* OR "family planning" OR (contraceptive agent*) OR (contraceptive device*) OR (contraceptive drug*) OR (contraceptive pill*) OR "condom"

	#19
	“Unintended pregnancy”

	#20
	MeSH descriptor: [Pregnancy, Unplanned] explode all trees

	#21
	#14 OR #15 OR #16 OR #17 OR #18 OR #19 OR #20

	#22
	#5 AND #13 AND #21 AND #28 in Trials




Database: Scopus
Date search conducted: 4 Nov 2023
	Search
	Query

	#1
	TITLE-ABS-KEY(adolescent* OR "adolescence" OR teen* OR teenager* OR youth* OR juvenile* OR child* OR "boy" OR "boys" OR girl* OR schoolboy* OR schoolgirl* OR "young man" OR ("young men") OR ("young lady") OR ("young ladies") OR youngster* OR (“young adult”))

	#2
	 TITLE-ABS-KEY(school* OR "classroom" OR "class room*")

	#3
	TITLE-ABS-KEY("sex" OR sexual* OR ("family planning") OR reproduct*)

	#4
	TITLE-ABS-KEY(educat* OR “training” OR instructor*  OR counsel* OR teach* OR coach* OR mentor* OR lectur* OR tutor* OR learn*)

	#5
	TITLE-ABS-KEY(("comprehensive sexuality education") OR "CSE")

	#6
	(#3 AND #4) OR #5

	#7
	#2 AND #6

	#8
	TITLE-ABS-KEY((("fertilization" OR "fertility" OR "birth") AND ("inhibition" OR control* OR block* OR prevent*)) OR ("contraceptive method*") OR contraception* OR ("family planning") OR ("contraceptive agent*") OR ("contraceptive device*") OR ("contraceptive drug*") OR ("contraceptive pill*") OR "condom" OR pregnanc* OR gestation* OR abortion* OR (“unintended pregnancy”))

	#9
	TITLE-ABS-KEY (( "randomized controlled trial"  OR  ( "Controlled before-after studies" )  OR  ( "Interrupted time series" )  OR  ( "ITS" )  OR  ( "time series" )  OR  ( “quasi  AND randomized  AND control  AND trial” )  OR  ( “cluster  AND randomised  AND controlled  AND trial*” )  OR  ( “cluster  AND randomised  AND trial*” )  OR  ( “group-randomised  AND trial*” ) ))

	#10
	#1 AND #7 AND #8 AND #9




Database: ISI Web of Science
Date search conducted: 12 May 2022
	Search
	Query

	#1
	TS=(adolescent* OR "adolescence" OR teen* OR teenager* OR youth* OR juvenile* OR child* OR "boy" OR "boys" OR girl* OR schoolboy* OR schoolgirl* OR "young man" OR "young men" OR "young lady" OR "young ladies" OR youngster* OR “young adult”)

	#2
	TS=((("sex" OR sexual* OR "family planning" OR reproduct*) AND (educat* OR "training" OR instructor*  OR counsel* OR teach* OR coach* OR mentor* OR lectur* OR tutor* OR learn*)) OR (("comprehensive sexuality education" OR "CSE") AND (school* OR "classroom" OR "class room*")))

	#3
	TS=((("fertilization" OR "fertility" OR "birth") AND ("inhibition" OR control* OR block* OR prevent*)) OR "contraceptive method*" OR contraception* OR "family planning" OR "contraceptive agent*" OR "contraceptive device*" OR "contraceptive drug*" OR "contraceptive pill*" OR "condom" OR pregnanc* OR gestation* OR abortion* OR “unintended pregnancy”)

	#4
	TS=("randomized controlled trial" OR "Controlled before-after studies" OR "Interrupted time series" OR "ITS" OR "time series" OR “quasi randomized control trial” OR “Cluster randomised controlled trial*” OR “Cluster randomised trial*” OR “group-randomised trial*”)

	#5
	#1 AND #2 AND #3 AND #4




Database: CINAHL
Date search conducted: 4 Nov 2023
	Search
	Query

	S1
	TI ( adolescent* OR "adolescence" OR teen* OR teenager* OR youth* OR juvenile* OR child* OR "boy" OR "boys" OR girl* OR schoolboy* OR schoolgirl* OR "young man" OR "young men" OR "young lady" OR "young ladies" OR youngster* OR “young adult” ) OR AB ( adolescent* OR "adolescence" OR teen* OR teenager* OR youth* OR juvenile* OR child* OR "boy" OR "boys" OR girl* OR schoolboy* OR schoolgirl* OR "young man" OR "young men" OR "young lady" OR "young ladies" OR youngster* OR “young adult” ) 

	S2
	TI ( ((("sex" OR sexual* OR "family planning" OR reproduct*) AND (educat* OR "training" OR instructor*  OR counsel* OR teach* OR coach* OR mentor* OR lectur* OR tutor* OR learn*)) OR ("comprehensive sexuality education" OR "CSE")) AND (school* OR "classroom" OR "class room*") ) OR AB ( ((("sex" OR sexual* OR "family planning" OR reproduct*) AND (educat* OR "training" OR instructor*  OR counsel* OR teach* OR coach* OR mentor* OR lectur* OR tutor* OR learn*)) OR ("comprehensive sexuality education" OR "CSE")) AND (school* OR "classroom" OR "class room*") )

	S3
	TI ( (("fertilization" OR "fertility" OR "birth") AND ("inhibition" OR control* OR block* OR prevent*)) OR "contraceptive method*" OR contraception* OR "family planning" OR "contraceptive agent*" OR "contraceptive device*" OR "contraceptive drug*" OR "contraceptive pill*" OR "condom" OR pregnanc* OR gestation* OR abortion* OR “unintended pregnancy” ) OR AB ( (("fertilization" OR "fertility" OR "birth") AND ("inhibition" OR control* OR block* OR prevent*)) OR "contraceptive method*" OR contraception* OR "family planning" OR "contraceptive agent*" OR "contraceptive device*" OR "contraceptive drug*" OR "contraceptive pill*" OR "condom" OR pregnanc* OR gestation* OR abortion* OR “unintended pregnancy” )

	S4
	TI ( "randomized controlled trial" OR "Controlled before-after studies" OR "Interrupted time series" OR "ITS" OR "time series" OR “quasi randomized control trial” OR “Cluster randomised controlled trial*” OR “Cluster randomised trial*” OR “group-randomised trial*” ) OR AB ( "randomized controlled trial" OR "Controlled before-after studies" OR "Interrupted time series" OR "ITS" OR "time series" OR “quasi randomized control trial” OR “Cluster randomised controlled trial*” OR “Cluster randomised trial*” OR “group-randomised trial*” )

	
	S1 AND S2 AND S3 AND S4




Database: Open Grey http://www.opengrey.eu/
Date search conducted: 4 Nov 2023
(  ( adolescent$  OR  "adolescence"  OR  teen$  OR  teenager$  OR  youth$  OR  juvenile$  OR  child$  OR  "boy"  OR  "boys"  OR  girl$  OR  schoolboy$  OR  schoolgirl$  OR  "young man"  OR  ( "young men" )  OR  ( "young lady" )  OR  ( "young ladies" )  OR  youngster$  OR  ( “young  AND adult” ) ) )  AND  ( (  ( school$  OR  "classroom"  OR  "class room$" ) )  AND  ( ( (  ( "sex"  OR  sexual$  OR  ( "family planning" )  OR  reproduct$ ) )  AND  (  ( educat$  OR  "training"  OR  instructor$  OR  counsel$  OR  teach$  OR  coach$  OR  mentor$  OR  lectur$  OR  tutor$  OR  learn$ ) ) )  OR  (  ( ( "comprehensive sexuality education" )  OR  "CSE" ) ) ) )  AND  (  ( ( ( "fertilization"  OR  "fertility"  OR  "birth" )  AND  ( "inhibition"  OR  control$  OR  block$  OR  prevent$ ) )  OR  ( "contraceptive method$" )  OR  contraception$  OR  ( "family planning" )  OR  ( "contraceptive agent$" )  OR  ( "contraceptive device$" )  OR  ( "contraceptive drug$" )  OR  ( "contraceptive pill$" )  OR  "condom"  OR  pregnanc$  OR  gestation$  OR  abortion$  OR  ( “unintended  AND pregnancy” ) ) )  AND  (  ( ( "randomized controlled trial"  OR  ( "Controlled before-after studies" )  OR  ( "Interrupted time series" )  OR  ( "ITS" )  OR  ( "time series" )  OR  ( “quasi  AND  randomized  AND  control  AND  trial” )  OR  ( “cluster  AND  randomised  AND  controlled  AND  trial$” )  OR  ( “cluster  AND  randomised  AND  trial$” )  OR  ( “group-randomised  AND  trial$” ) ) ) )


Database: ClinicalTrials
Date search conducted: 4 Nov 2023


Database: Trial of Registration (ICTRP)
Date search conducted: 4 Nov 2023
















Supplementary Table S3: Characteristics of ongoing studies
Study 1
	Study name
	Evaluation of the Yes You Can…Make Smart Choices! Curriculum

	Methods
	Design: matched‐pair, cluster‐randomization design

	
	Location:	 New Jersey

	
	Time frame: 2022-2025

	
	Sample size estimation and outcome of focus:

	
	empower young people to create healthy relationships and delay sexual activity by providing them with evidence‐informed, medically sound, trauma‐informed education on both abstinence and contraception and to also teach five adult preparation subjects 1) healthy relationships 2) adolescent development 3) financial literacy 4) healthy life skills,
and 5) strengthening parent‐child communication

	Participants
	General with N: 3500 participants

	
	Inclusion criteria: 9th grade student at a curriculum (intervention) or control school at the time of enrollment

	Interventions
	1) Intervention: (1) curriculum only, (2) curriculum + text‐messaging, (3) text‐messaging only

	
	2) Control: normal classroom instruction.

	Outcomes
	Primary: Delay sexual intercourse [Time Frame: Six/Twelve months after completion of the curriculum]

	
	Secondary: Sexual behavior intent, Communication skills, Attitudes toward dating violence, Financial literacy [Time Frame: Six/Twelve months after completion of the curriculum]

	
	Follow-up: Six/Twelve months after completion of the curriculum

	Notes
	Information from https://clinicaltrials.gov/ct2/show/NCT05320666 , and last updated at April 2022. Recruitment Status: Not yet recruiting






Study 2
	Study name
	Evaluation of Big Decisions in Three South Texas School Districts

	Methods
	Design: cluster randomized controlled trial

	
	Location: four high schools from three rural and semi-rural school districts in Texas

	
	Time frame: September 1, 2016 to December 15 2019

	Participants
	General with N: 3170 participants

	
	Inclusion criteria: Must be in ninth grade and enrolled in a participating class at a participating high school

	
	Exclusion criteria: Lack of consent or assent

	Interventions
	1) Intervention: Big Decisions is a promising teen pregnancy prevention intervention that consists primarily of abstinence-plus sexual health education curriculum and also includes a parent component offered to all families.

	
	2) Control: Youth Voices is a benign comparison intervention that meets for two class sessions over three to five weeks. Classroom teachers deliver Youth Voices to 9th grade students.

	Outcomes
	Primary: Use of condom or effective method of birth control last time you had sex [ Time Frame: One year ]

	
	Secondary: intention to use condom or birth control [ Time Frame: immediate post-test ], Frequency of communication with parents about abstinence and sex [ Time Frame: immediate post-test ]

	
	Follow-up: at baseline, immediately post-intervention, and at 12-month follow-up

	Notes
	Information from https://clinicaltrials.gov/ct2/show/NCT04508569 reportedly completed Aug 2020, Recruitment-completed, last update-11Aug2020 






Study 3
	Study name
	Evaluation of the Making Proud Choices! Teen Pregnancy Prevention Program

	
	The MPC curriculum aims to provide adolescents with the information and tools they need to reduce their risk of sexually transmitted diseases (STDs), HIV, and pregnancy. The curriculum emphasizes abstinence as the safest choice for avoiding pregnancy and STDs, but also encourages youth to use condoms and other methods of birth control if they do have sex. The curriculum includes video clips, student role-playing activities, and group discussions. It also involves skill-building activities for correct condom use, refusal techniques, and safer-sex negotiation, and opportunities for students to practice these skills.

	Methods
	Design: cluster randomized controlled trial (RCT)

	
	Location: four geographic areas across the U.S

	
	Time frame: (2016‐17, 2017‐18 and 2018‐19) completed

	
	Sample size estimation and outcome of focus:

	Participants
	General with N: 2810 participants

	
	Inclusion criteria: Enrolled in a study school, Attending the targeted class (e.g. health class) for the first time

	
	Exclusion criteria: None

	Interventions
	1) Intervention: MPC implemented by health educators

	
	2) Control: business as usual

	Outcomes
	Primary:
Knowledge about HIV
Knowledge about pregnancy
Knowledge about condoms
Knowledge about other forms of contraception
Belief that sex may adversely affect future goals
Belief that condoms can be pleasurable
Attitudes about condoms
Condom self-efficacy
Condom negotiation
Refusal skills
Ever any sex
Any sex (in past 3 months)
Times having any sex (in past 3 months)
Count of vaginal sex partners (in the past 3 months)
Any sex without a condom (in past 3 months)
Times having any sex without a condom in past 3 months
Sex without birth control in past 3 months
Times having sex without birth control (in past 3 months)
Ever pregnant
Any sexually transmitted infection (STI)
[ Time Frame: Survey administered 6 months post program ]

	
	Secondary: None

	
	Follow-up: Survey administered 6 months post program

	Notes
	Information from ClinicalTrials.gov https://clinicaltrials.gov/ct2/show/NCT04863326 and central, which has intervention information; reportedly completed 29 April 2021   














Study 4
	Study name
	The Positive Choices trial of a social marketing intervention to promote sexual health and reduce health inequalities among English secondary school students

	Methods
	Design:	Superiority Phase III cluster parallel-group randomized controlled trial

	
	Location: United Kingdom, England

	
	Time frame: August 2021 to March 2025

	
	Sample size estimation and outcome of focus: 50 schools; minimum 6440, maximum 8500 students, Non-competent first sex assessed among trial participants having sex for the first time between baseline and follow-up (33 months)

	Participants
	Inclusion criteria:
1. Students aged 12-16 years
2. Deemed competent to consent by schools
3. Moving from year 8 into year 11 during the trial
4. In English secondary schools (including faith schools, free schools, academies and private schools) excluding pupil referral units, schools for those with special educational needs and disabilities, and schools with poor Ofsted (government school inspectorate) inspections

	
	Exclusion criteria: 
1. Students not deemed competent to consent by schools or students in pupil referral units
2. Schools for those with special educational needs and disabilities
3. Schools with poor Ofsted inspections

	Interventions
	1) Intervention: Behavioural

	
	school health promotion council comprising staff and students to plan, launch, coordinate and oversee delivery; a student needs survey of year-8 students which provides evidence to inform local tailoring; a classroom curriculum addressing social and emotional skills and relationships and sexual health knowledge and skills delivered by school staff; student-run social-marketing campaigns facilitated by trained teachers; parent information; and review of school and other local sexual and reproductive health services to inform improvements.

	Outcomes
	Primary: Non-competent first sex assessed among trial participants having sex for the first time between baseline and follow-up (33 months)

	
	Secondary:
1. Non-competent last sex
2. Age at sexual debut
3. Non-use of contraception at first and last sex among those reporting heterosexual intercourse
4. Number of sexual partners
5. Dating and relationship violence victimization
6. Self-reported diagnoses of sexually transmitted infections
7. Pregnancy and unintended pregnancy among girls
8. Initiation of pregnancy among boys
9. Health-related quality of life

	
	Follow-up: 33 months

	Notes
	Information from https://www.isrctn.com/ISRCTN16723909?q=bonell&filters=&sort=&offset=1&totalResults=4&page=1&pageSize=10&searchType=basic-search reportedly completed October 2021, Recruitment end date:01/03/2022








Study 5
	Study name
	SaFE: a sexual health and healthy relationships intervention for further education

	Methods
	Design: Pilot 2-arm cluster randomized trial with an embedded process evaluation

	
	Location: United Kingdom

	
	Time frame: January 2020 to March 2023

	
	Sample size estimation and outcome of focus: six schools of FE settings; 

	Participants
	General with N: 1,000 students

	
	Inclusion criteria:
1. All state-funded FE settings including community colleges and 6th forms attached to secondary schools will be eligible to participate, including private and Welsh medium schools
2. All students aged 16 and older enrolled at participating FE settings

	
	Exclusion criteria: 
1. Schools/colleges for those with learning disabilities
2. Settings with extended existing onsite service provision (e.g. STI testing)

	Interventions
	SaFE intervention: 1) offering free onsite sexual health (e.g. condoms, STI tests and pregnancy tests) and relationship services; 2) publicising these services and; 3) training FE staff how to promote sexual health and recognize and respond to DRV and sexual harassment.

	
	Condition: Sexual health

	Outcomes
	Primary: 1. Unprotected intercourse at last intercourse measured using validated questions from the SHARE questionnaires within the SaFE Student Survey, at baseline and 12-months post-baseline
2. Self-report experience of DRV victimisation in the last 12 months measured using sCADRI within the SaFE Student Survey, at baseline and 12-months post-baseline

	
	Secondary: 
STI and pregnancy prevention methods used at last intercourse
Use of emergency contraception at last intercourse
Sexual regret at last intercourse
Sexual harassment taking place at FE settings in the last 12 months
Non-volitional sex in the last 12 months
DRV perpetration in the last 12 months
Health related quality of life
Self-reported awareness of services

	Notes
	Information from ISCTRN, reportedly completed March 2020, Last edited Dec 2020 Recruitment status: Suspended
https://www.isrctn.com/ISRCTN54793810?q=&filters=conditionCategory:Not%20Applicable&sort=&offset=11&totalResults=1221&page=1&pageSize=100&searchType=basic-search
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Supplementary Table S5: Characteristics of included studies [ordered by study ID]
	Study
	
	Population
	Intervention

	Author Year
	Country
	Study design



	Mean age
(year)
	Setting
	No of concepts
	Duration
	Provider
	Control

	Aarons 2000
	US
	cluster RCT
	13
	high
	2
	1
	5
	nil

	Abe 2016*
	US
	cluster RCT
	12
	middle
	3
	2
	1
	business-as-usual sexual health instruction

	Aderibigbe 2008
	Nigeria
	quasi-RCT
	15.63
	secondary
	1
	2
	5
	nil

	Ajuwon 2007
	Nigeria
	quasi-RCT
	16.5
	secondary
	4
	3
	2
	no intervention

	Allen 1994
	US
	quasi-RCT
	15.7
	nil
	3
	3
	3
	nil

	Aplasca 1995
	Philippines
	cluster RCT
	14.7
	high
	4
	3
	1
	Physical Education and Music (PEHM)

	Atwood 2012
	Liberia
	cluster RCT
	16
	elemantry
	2
	2
	5
	General Health 

	Austrian 2021
	Kenya
	cluster RCT
	14.4
	primary
	2
	3
	5
	

	Baumler 2012
	US
	cluster RCT
	13
	middle
	4
	3
	5
	regular H class

	Borawski 2009
	US
	cluster RCT
	15.1
	high
	2
	2
	3
	general health promotion

	Borgia 2005
	Italy
	cluster RCT
	18.3
	high
	2
	2
	2
	nil

	Brinkman 2016
	Austrilia
	cluster RCT
	14.8
	nil
	1
	2
	5
	standard health education curriculum

	Cabezón 2005
	Chili
	cluster RCT
	15.5
	high
	4
	3
	1
	nil

	Coyle 2001* 
	US
	cluster RCT
	14
	high
	3
	1
	1
	standard knowledge-based HIV prevention program

	Coyle 2021
	US
	cluster RCT
	15.3
	high
	6
	4
	5
	knowledge-based sexual health curriculum, health PE

	Cupp 2008
	South Africa
	cluster RCT
	15
	high
	1
	4
	2
	regular LO

	Daley 2019
	US
	cluster RCT
	14
	high
	4
	3
	5
	standard SH curriculum

	Darabi 2017
	Iran
	cluster RCT
	14.1
	high
	1
	2
	1
	no intervention

	Denison 2011
	Zambia
	quasi-RCT
	11-19+
	nil
	1
	3
	4
	nil

	Deveaux 2007
	Bahamas
	cluster RCT
	10.42
	elemantry
	1
	3
	1
	"The Wondrous Wetlands" (WW)

	Eggleston 2000
	Jamaica
	quasi-RCT
	12.2
	nil
	3
	3
	5
	sexuality and family life education curricula

	Elliott 2013
	UK 
	quasi-RCT
	15.5
	nil
	1
	1
	1
	sexuality education (information and discussion)

	Flay 2004
	US
	cluster RCT
	10.8
	nil
	1
	3
	5
	attention-placebo health enhancement curriculum (HEC)

	Fowole 1999
	Nigeria
	quasi-RCT
	17.6
	secondary
	1
	2
	5
	nil

	van der Maas 2009
	Nigeria
	quasi-RCT
	
	secondary
	1
	3
	4
	nil

	Gelfond 2016
	US
	quasi-RCT
	14.7
	high
	7
	3
	5
	no intervention

	Goesling 2016
	US
	cluster RCT
	12
	middle
	4
	3
	1
	regular school curriculum

	Gómez‑Lugo 2022
	US
	cluster RCT
	15.24
	high
	1
	2
	5
	no intervention

	Gruchow 2011
	US
	quasi-RCT
	11-14+
	nil
	7
	2
	5
	curriculum

	Hegdahl 2022
	Zambia
	cluster RCT
	14.1 
	nil
	1
	3
	1
	standard school and health services

	Herz 1986
	US
	RCT
	13
	elementary
	3
	4
	5
	nil

	James 2006
	South Africa
	cluster RCT
	15.52
	secondary
	2
	4
	1
	odd lessons about aspects of HIV/AIDS education in a non structured format

	Jemmott III 2010*
	US
	RCT
	12
	middle
	1
	1
	5
	health promotion control intervention

	Karnell 2006
	South Africa
	quasi-RCT
	16
	nil
	1
	2
	2
	regular LO

	Kirungi 2020 
	Uganda
	cluster RCT
	15-19+
	secondary
	1
	1
	4
	no intervention

	Kemigisha 2019
	Uganda
	cluster RCT
	12.1
	primary
	2
	1
	5
	nil

	Kirby 1991
	US
	quasi-RCT
	15.3
	high
	1
	3
	1
	nil

	Krugu 2018
	Ghana
	cluster RCT
	15.84
	high
	1
	1
	4
	not receive any form of sexuality education

	LaChausse 2016
	US
	cluster RCT
	14.63
	high
	2
	1
	1
	standard health, science, or physical education curriculum

	Levy 1995
	US
	cluster RCT
	
	high
	2
	2
	5
	basic AIDS education (current practice)

	Lieberman 2000
	US
	quasi-RCT
	12.9
	nil
	1
	2
	5
	nil

	Lohan 2022
	UK
	cluster RCT
	14.5
	secondary
	1
	2
	1
	standard SRE

	Manlove 2021
	US
	cluster RCT
	13.85
	nil
	1
	2
	5
	business-as-usual 

	Markham 2012* 
	US
	cluster RCT
	12.6
	middle
	1
	3
	5
	regular Sexual Health Education

	Mathews 2012
	South Africa
	cluster RCT
	13
	high
	4
	4
	1
	no intervention

	Mbizvo 2023
	Zambia
	cluster RCT
	15
	nil
	3
	1
	1
	CSE and services

	Mellanby 1995
	UK 
	quasi-RCT
	16
	secondary
	3
	3
	2*
	own sexuality education program

	Menna 2015
	Ethiopia
	quasi-RCT
	16.5
	secondary
	2
	4
	4
	nil

	Michielsen 2012
	Rawanda
	quasi-RCT
	18.41
	secondary
	1
	3
	4
	HIV, STI, FP and pregnancy

	Millanzi 2022*
	Tanzania
	cluster RCT
	15
	secondary
	3
	4
	5
	standard RH lesson LBP only

	Mitchell-DiCenso 1997
	US
	cluster RCT
	12.6
	nil
	2
	1
	3
	conventional sexuality education

	Mmbaga 2017
	Tanzania
	cluster RCT
	12.4
	primary
	1
	3
	2*
	nil

	Morales 2014
	Spain
	cluster RCT
	15.72
	nil
	1
	2
	5
	no intervention

	Morales 2015
	Spain
	cluster RCT
	15.87
	high
	1
	2
	5
	no intervention

	Morales 2020
	Spain
	cluster RCT
	14.66
	high
	1
	2
	5
	waiting list group

	Mwale 2019
	Malawi
	quasi-RCT
	16
	secondary
	2
	2
	4
	health promotion package standard -as-usual life skills BCI

	Peskin 2019  
	US
	cluster RCT
	13
	middle
	1
	3
	1
	usual care

	Pinandari 2023
	Indonesia
	quasi-RCT
	12
	high
	3
	6
	1
	regular SRH education

	Piotrowski and Hedeker 2016
	US
	cluster RCT
	12
	nil
	1
	2
	5
	no intervention

	Potter 2016
	US
	cluster RCT
	12.7
	middle
	1
	3
	1
	usual sexuality education

	Ramírez-Villalobos 2021
	Maxico
	cluster RCT
	13.4
	secondary
	1
	3
	1
	nil

	Rohrbach 2015 
	US
	cluster RCT
	14.16
	high
	2
	3
	5
	basic sexuality education

	Rohrbach 2019
	US
	quasi-RCT
	15
	middle
	2
	3
	1
	nil

	Ross 2007* 
	Tanzania
	cluster RCT
	14-18+
	primary
	1
	3
	2
	no intervention

	Rotz 2018
	US
	cluster RCT
	15
	high
	2
	1
	4
	delay implementation

	Scull 2018
	US
	cluster RCT
	12.84
	middle
	4
	1
	1
	health promotion control intervention

	Shinde 2018*
	India
	cluster RCT
	14.7
	secondary
	1
	3
	2
	control

	Speizer 2020
	South Africa
	cluster RCT
	13.6
	nil
	2
	1
	1
	non revised Life Orientation without scripted lessons plan

	Stanton 2012* 
	Bahamas
	cluster RCT
	14.5
	high
	1
	1
	1
	FYOC, "The Wondrous Wetlands" (WW)

	Stephenson 2004*
	UK 
	cluster RCT
	13.7
	nil
	3
	2
	4
	usual SRE

	Taylor 2014
	South Africa
	cluster RCT
	13.9
	high
	6
	3
	5
	SL program TP Program+ School Life skills Program

	Thato 2008
	Thailand
	cluster RCT
	16.67
	secondary
	4
	2
	5
	no intervention

	Tibbits 2011
	South Africa
	cluster RCT
	14
	nil
	2
	3
	1
	LO

	Todesco 2023
	Indonesia
	cluster RCT
	16-17 
	secondary
	7
	4
	4
	no intervention

	Walker 2006
	Mexico
	cluster RCT
	18
	high
	3
	2
	1
	existing sexuality education course

	Wight 2002*
	UK 
	cluster RCT
	14
	secondary
	3
	1
	1
	existing sexuality education course

	Wondimagegene 2023
	Ethiopia
	cluster RCT
	16.97
	secondary
	3
	3
	4
	no intervention

	Yakubu 2019
	Ghana
	cluster RCT
	17-19
	high
	1
	2
	5
	school-delivered sexuality program

	Zimmerman 2008
	US
	quasi-RCT
	14
	high
	2
	3
	1
	HIV prevention, non-skill based


RCT - Randomized Controlled Trial
cluster RCT - Cluster Randomized Controlled Trial
quasi-RCT – Quasi- Randomized Controlled Trial

Concepts of CSE
	1
	relationships 

	2
	values, rights and culture 

	3
	gender	

	4
	violence and staying safe 

	5
	skills for health and well-being 

	6
	the human body and development 

	7
	sexuality and sexual behavior 

	8
	sexual and reproductive health (SRH)


Duration
	1
	<12 session, 50 min each, throughout school year

	2
	<12 session, 50 min each, NOT throughout school year

	3
	>=12 session, 50 min each, throughout school year

	4
	>=12 session, 50 min each, NOT throughout school year


Provider
	1
	teacher

	2
	teacher and peer

	2*
	teacher, peer and other

	3
	teacher and other

	4
	peer

	5
	other (facilitator, researcher, school health nurse)
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