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INTRODUCTION
Background: In the US, nearly 50,000 people were newly infected with HIV in 2013, with a disproportionate number of newly-infected people from minority groups—e.g., 63% were MSM and 44% were African American (CDC, 2015). Most new HIV infections occurred through condomless sex. Condom distribution is one strategy to increase condom use. Condom distribution interventions may be one or a combination of: 1) individual/group-level interventions that provide condoms and aim to change knowledge, attitudes, skills, and behaviors among these persons; 2) organizational interventions where bars, clinics, or other institutions distribute condoms and prevention messages to their clients; and 3) community/social interventions aimed at social change (Charania et al, 2011). 
Public Health Significance: Condom distribution programs are typically associated with either structural or behavioral interventions. Structural interventions include community mobilization, integrated service delivery, contingent funding, economic empowerment, and social marketing/networking (Blankenship et al, 2006; Wang et al, 2011; Sweat et al, 2012). Behavioral interventions include individual motivational interviewing, cognitive-behavioral group or individual counseling, and couples or group interventions based on social-cognitive theory (CDC, 2015b). Understanding approaches in condom distribution and how they affect HIV transmission can help inform policies.
Rationale for this review: Previous reviews of structural interventions (Charania et al, 2011; Moreno et al, 2014) had differing operational definitions and conclusions and no overlap in studies. Other recent reviews also had several limitations, for example: Bailey 2010—limited to interactive computer-based interventions; Carvalho 2011, Free 2011 and Lopez 2013–limited to RCTs. To our knowledge, there is no systematic review of structural/structural+behavioral condom distribution interventions in the US that includes both general and high-risk populations and with a range of study designs.
[bookmark: _Toc299023099]OBJECTIVES
To assess the impact of interventions that make condoms available, acceptable, and accessible on risk of HIV and STI acquisition and transmission among general populations and populations at high risk of transmitting or acquiring HIV infection in the US.
[bookmark: _Toc417037476][bookmark: _Toc299023100]METHODS
Inclusion and Exclusion criteria (PICO FRAMEWORK)
Population: Eligible populations are residing in the US, either the general population or populations at high risk of transmitting or acquiring HIV infection including: adolescents (ages 10-19) in low-income settings, unhoused people, MSM, high-risk heterosexual populations, PWID, and sex workers. 
Interventions: Interventions eligible for inclusion provide free/subsidized condoms with the aim to increase condom availability, accessibility, and acceptability. These may be integrated with related interventions that aim to change sexual risk behavior and that report change in condom use as an outcome. For example, social marketing/mass-media campaigns, risk-reduction interventions, policy changes (e.g., mandated condom use in sex work), and/or individual, couple, or group-level  behavioral interventions. We will exclude:
· Condom promotion interventions combined with other major HIV prevention interventions not directly promoting condom use (e.g., adult male circumcision, PrEP, needle exchange).
· Combined interventions that do not report outcomes stratified by intervention components. E.g., reporting change in uptake of HIV testing but not in condom accessibility/availability/acceptability.
· Behavioral interventions that did not provide condoms.
· Condom distribution that cannot be considered “wide scale,” such as giving out condoms one time as samples, or as incentives for participation in another HIV or STI prevention intervention.
Comparator: No intervention or a different intervention to improve condom accessibility/availability/acceptability.
Outcomes: For complete list of potential secondary outcomes, please see Appendix A.
	Primary:
· Change in HIV incidence or prevalence attributable to the intervention
· Clinical or lab-confirmed HIV diagnosis
	Secondary:
· Self-reported condom use at last sex. 
· STI incidence or prevalence
· Self-reported number of sex partners



[bookmark: _Toc417037479][bookmark: _Toc299023103]Study Design: [Insert eligible study designs, as well as excluded study designs.] 
SEARCH METHODS FOR IDENTIFYING STUDIES
PubMed search strategy: We used keywords and MeSH terms already used in other systematic review (Charania et al, 2011; Moreno et al, 2014) as well as review of a few key relevant studies to develop search strategies for this review. We also added keywords after  conducting initial searches and found a few studies that deemed relevant.
	Search
	PubMed query	Comment by Malekinejad, Mohsen: Note for students: this is a somewhat elaborated search strategy - do you best to arrive on some level of details for this assignment, but it is ok if your strategy is not as comprehensive as this table.
	Search Results	Comment by Malekinejad, Mohsen: Notes for students  - Numbers are for demonstration purposes only and aren’t accurate for these search strategies.

	#5
	Search #1 AND #2 AND #3 AND #4
	 5423

	#4
	Search (Condom*[tiab] OR condom distribution[tiab] OR condom promotion[tiab] OR condom acceptability[tiab] OR condom availability[tiab] OR condom accessibility[tiab] OR Condoms/organization and administration[mh] OR Condoms/utilization[mh] OR Condoms/supply and distribution[mh]) OR (HIV*[ti] AND prevent*[ti])
	88,750

	#3
	Search sexually transmitted[tiab] OR sexually transmissible[tiab] OR HIV*[tiab] OR HIV Infections/prevention and control[mh] OR AIDS[tiab] OR human immunodeficiency[tiab] OR human immune deficiency[tiab] OR Sexually Transmitted Diseases/prevention and control[mh]
	23,350

	#2
	Search randomized controlled trial[pt] OR controlled clinical trial[pt] OR randomized controlled trials[mh] OR random allocation[mh] OR random*[tiab] OR trial*[tiab] OR prospective studies[mh] OR intervention*[tiab] OR case-control[tiab] OR cross-section*[tiab] OR observational[tiab] OR Cohort studies[mh] OR Program evaluation[mh] OR non-random*[tiab] OR nonrandom*[tiab] OR “before and after”[tiab] OR “time series”[tiab] OR cohort*[tiab] OR intervention*[tiab] OR prospective*[tiab] OR cluster*[tiab] OR longitud*[tiab] OR systematic review*[ti] OR meta-analysis[ti] OR metaanalysis[ti] OR (systematic*[tiab] AND review*[tiab]) OR systemic review[tiab] OR Meta-analysis[pt]
	157,324

	#1
	Search (((availab*[tiab] OR accessib*[tiab] OR acceptab*[tiab]) AND (structur*[tiab] AND HIV*[tiab]))) OR (structur*[tiab] OR community[tiab] OR distribut*[tiab] OR market*[tiab] OR provid*[tiab] OR provision[tiab] OR promot*[tiab] OR dispers*[tiab] OR dispens*[tiab] OR subsidis*[tiab] OR subsidiz*[tiab] OR social marketing[tiab] OR mass media[tiab] OR condom availability[tiab] OR behav*[tiab] OR social norms[tiab] OR free[tiab] OR legislat*[tiab] OR law[tiab] OR legal[tiab] OR Health Promotion/organization and administration[mh] OR Health Promotion/supply and distribution[mh] OR Health Promotion/economics[mh] OR Health Promotion/methods[mh] OR Community Health Planning[mh] OR Social Marketing[mh])
	24,534



[Insert additional information about your search strategy] 
Databases to be searched and search dates: [Insert information] 
Strategies to search the Grey Literature and other methods to find relevant studies: [Insert planned strategies] 
SELECTION OF STUDIES
Citation management process: Once the result of all the database searches are completed, we will import individual outputs into a single EndNote Library (V XII). We will first remove duplicates and keep logs of numbers. 
Study selection process: [Insert process on selecting studies to include in your systematic review.] 
[bookmark: _Toc417037481][bookmark: _Toc299023105]DATA EXTRACTION AND STANDARDIZATION 
Two authors will independently extract data from included studies into a standardized, pre-piloted data extraction form. The following will be extracted from each included study: 1) Study details: Complete citation, study location, study design, funding sources. 2) Study context: Intervention levels (e.g., individual, organizational, etc.); theoretical models used. 3) Participants: Age range, sex, high-risk group if applicable; socio-cultural and economic characteristics; possible previous exposure to similar interventions. 3) Setting: Community attitudes towards condoms, rates of condom use, and/or rates of other contraceptive use, awareness of HIV/AIDS or STIs, prevalence of HIV/AIDS or STIs. 4) Outcome: Numerators and denominators associated with each outcome; definitions and descriptions of outcomes stated in papers; outcome classification; temporal variables in intervention exposure; intervention cost. 5) Methodology: Eligibility criteria, recruitment/sampling, randomization, comparability of groups, length of follow-up, losses to follow-up, withdrawals or drop-outs. 6) Bias assessment data: Other details necessary to perform a bias risk assessment.
[bookmark: _Toc417037482][bookmark: _Toc299023106]Dealing with missing data: [Insert plan to deal with missing data] 

Declarations of interest: None





[bookmark: _Toc289922126]

[bookmark: _Toc299023109]REFERENCES
1. Adimora AA, Auerbach JD. Structural Interventions for HIV Prevention in the United States. JAIDS Journal of Acquired Immune Deficiency Syndromes 2010; Vol. 55:S132-S135
2. Atienza AA, King AC. Community-based Health Intervention Trials: An Overview of Methodological Issues. Epidemiologic Reviews 2002; Vol. 24, issue 1:72-9.
3. Auerbach J. Transforming social structures and environments to help in HIV prevention. Health Aff (Millwood). 2009/11/06 2009; Vol. 28, issue 6:1655-65.
4. Bailey JV, Murray E, Rait G, Mercer CH, Morris CH, Peacock R, et al. Interactive computer-based interventions for sexual health promotion. Cochrane Database of Systematic Reviews 2010 Sept 9: CD00648
5. Blankenship KM, Bray SJ, Merson MH. Structural interventions in public health. AIDS. 2000;14(Suppl 1):S11–21.
6. Blankenship KM, Friedman SR, Dworkin S, Mantell JE. Structural Interventions: Concepts, Challenges and Opportunities for Research. Journal of Urban Health. 2006;83(1):59-72. 
7. Burton J, Darbes LA, Operario D. Couples-focused behavioral interventions for prevention of HIV: Systematic review of the state of evidence. AIDS and Behavior. 2010;14(1):1-10. 
8. Carvalho FT, Goncalves TR, Faria ER, Shoveller JA, Piccinini CA, Ramos MC, et al. Behavioral interventions to promote condom use among women living with HIV. Cochrane Database of Systematic Reviews 2011 Sept (9):CD007844.
9. Centers for Disease Control (CDC). Additional recommendations to reduce sexual and drug abuse-related transmission of human T-lymphotropic virus type III/lymphadenopathy-associated virus. MMWR 1986;35:152-5.
10. Centers for Disease Control and Prevention (CDC), 2015. 
a. HIV in the United States: At A Glance. Available from: http://www.cdc.gov/hiv/statistics/basics/ataglance.html [accessed 3 April 2015]
b. Compendium of Evidence-Based Interventions and Best Practices for HIV Prevention. Available from: http://www.cdc.gov/hiv/prevention/research/compendium/rr/characteristics.html [accessed 23 June 2015]
11. Charania MR, Crepaz N, Guenther-Gray C, Henny K, Liau A, Willis LA, Lyles CM. Efficacy of structural-level condom distribution interventions: a meta-analysis of U.S. and international studies, 1998-2007. AIDS Behav. 2011 Oct;15(7):1283-97.
12. Free C, Roberts IG, Abramsky T, Fitzgerald M, Wensley F. A systematic review of randomised controlled trials of interventions promoting effective condom use. Journal of epidemiology and community health. 2011 Feb;65(2):100-10.
13. GRADEpro [Computer program]. Brozek J, Oxman A, Schünemann. GRADE Working Group, 2008.
14. Gupta GR, Parkhurst JO, Ogden JA, Aggleton P, Mahal A. Structural approaches to HIV prevention. Lancet 2008; Vol. 372; 9640:764-75.
15. Guyatt G, Oxman AD, Akl EA, Kunz R, Vist G, Brozek J, et al. GRADE guidelines: 1. Introduction-GRADE evidence profiles and summary of findings tables. Journal of Clinical Epidemiology 2011 Apr;64(4):383-94.
16. Higgins JPT, Green S (eds). Cochrane Handbook for Systematic Reviews of Interventions. Chichester: Wiley-Blackwell, 2008.
17. Johnson BT, Scott-Sheldon LA, Huedo-Medina TB, Carey MP. Interventions to reduce sexual risk for human immunodeficiency virus in adolescents: A meta-analysis of trials, 1985–2008. Arch Pediatr Adolesc Med 2011, 165(1), 77-84
18. Lopez LM, Otterness C, Chen M, Steiner M, Gallo MF. Behavioral interventions for improving condom use for dual protection. Cochrane Database of Systematic Reviews Oct 2013;10:CD010662.
19. Moreno R, Nababan HY, Ota E, Wariki WM, Ezoe S, Gilmour S, Shibuya K. Structural and community-level interventions for increasing condom use to prevent the transmission of HIV and other sexually transmitted infections. Cochrane Database of Systematic Reviews. 2014 Jul 29;7:CD003363.
20. Review Manager (RevMan), Version 5.3 [Computer program]. Copenhagen: The Nordic Cochrane Centre, The Cochrane Collaboration, 2015.
21. Sweat MD, Denison J, Kennedy C, Tedrow V, O'Reilly K. Effects of condom social marketing on condom use in developing countries: a systematic review and metaanalysis, 1990-2010. Bulletin of the World Health Organization. 2012 Aug;90:613-22.
22. von Sadovszky V, Draudt B, Boch S. A systematic review of reviews of behavioral interventions to promote condom use. Worldviews on evidence-based nursing / Sigma Theta Tau International, Honor Society of Nursing. 2014 Apr;11(2):107-17.
23. Wang K, Brown K, Shen SY, Tucker J. Social network-based interventions to promote condom use: a systematic review. AIDS and Behavior. 2011 Oct;15(7):1298-308.
24. [bookmark: _Toc289922127]The World Bank. High-income countries. Available from: http://data.worldbank.org/income-level/HIC [accessed 3 April 201
13




July 18, 2015
Version 14
14

[bookmark: _Toc299023110][image: ]APPENDIX A – Outcome table


July 18, 2015
Version 14
15

image1.emf
Condom use behavior

Biological

Sexual

partnership
Condom use - last sex HIV # of sex partners, mean
Any intercourse with non-
Vaginal intercourse with condoms, mean # episodes Chlamydia primary / non-spousal partner
/ extramarital sex
Unprotected vaginal intercourse, mean # episodes Hep B Concurrent partner
Unprotected anal intercourse, mean # episodes Gonorrhea
Total unprotected intercourse, mean # episodes HPV
Episodes of extramarital sex by husbands not using condoms Herpes
Anal intercourse with condoms, mean # episodes Syphilis

Total protected intercourse, mean # episodes

Trichomoniasis

Any unprotected anal sex

Counts of unprotected anal sex

Avoided vaginal or anal intercourse without a condom OR
knew last sexual partner's HIV test result was negative

Condom use with any partner - always

Condom use with any partner - ever

Condom use with any partner - never or inconsistent

Condom use sometimes or always

Condom use with casual partner - always

Condom use with casual partner - never or inconsistent

Condom use with regular partner - always

Condom use with regular partner - never or inconsistent

Condom use with regular partner - EVER

Condom use with sex worker - always

Total number of partner non-condom

Unprotected Sex - Never










Condom use behavior Biological

Sexual 

partnership

Condom use - last sex HIV  # of sex partners, mean

Vaginal intercourse with condoms, mean # episodes Chlamydia

Any intercourse with non-

primary / non-spousal partner 

/ extramarital sex

Unprotected vaginal intercourse, mean # episodes  Hep B Concurrent partner

Unprotected anal intercourse, mean # episodes Gonorrhea

Total unprotected intercourse, mean # episodes  HPV

Episodes of extramarital sex by husbands not using condoms Herpes

Anal intercourse with condoms, mean # episodes Syphilis

Total protected intercourse, mean # episodes Trichomoniasis

Any unprotected anal sex

Counts of unprotected anal sex

 Avoided vaginal or anal intercourse without a condom OR 

knew last sexual partner's HIV test result was negative

Condom use with any partner - always

Condom use with any partner - ever

Condom use with any partner - never or inconsistent

Condom use sometimes or always

Condom use with casual partner - always

Condom use with casual partner - never or inconsistent

Condom use with regular partner - always

Condom use with regular partner - never or inconsistent

Condom use with regular partner - EVER

Condom use with sex worker - always

Total number of partner  non-condom

Unprotected Sex - Never


