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1. Trial protocol 

 

Harvey S, Lees S, Mshana G, Hansen C, Abramsky T, Watts C, Kapiga S. A cluster randomized controlled trial 

to assess the impact on intimate partner violence of a 10-session participatory social empowerment intervention 

for women in Tanzania (MAISHA CRT02): study protocol. Available at: 
http://strive.lshtm.ac.uk/system/files/attachments/MAISHA%20CRT02%20study%20protocol%20paper_final.p

df  
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2. Participant information and consent form 

 

Version 1.4 (3 September 2018) 

 

INTRODUCTION 

We are conducting research on an important issue related to health and healthy relationships. We would like to 

find out if you are interested to participate in this project. This research is being conducted by the National Institute 

for Medical Research (NIMR) Mwanza centre and the Mwanza Intervention Trials Unit (MITU) in collaboration 

with the London School of Hygiene and Tropical Medicine (LSHTM). We have been approved to conduct this 

research by the Tanzania Ministry of Health and Social Welfare and by the London School of Hygiene and 

Tropical Medical ethics committee. 

 

This form provides information about the study procedures. After reading and talking about the information 

provided with the study staff, you will be able to decide whether you want to take part in this study. If you decide 

to take part, we will ask you to sign this consent form.  

 

Please note that: 

• Your decision to take part is entirely voluntary. It is completely up to you to decide whether to take part in 

this project. 

• You may decide not to take part, and not lose any of your rights or benefits such as the standard medical care 

you usually receive. 

• If you decide to take part, you may drop out at any time, for any reason, without losing any rights or benefits. 

 

WHAT IS THE PURPOSE OF THE STUDY? 

The purpose of this study is to explore ways to improve relationships and health more generally. In this study, 

groups of women living in different neighbourhoods in Mwanza City will be selected to take part. These groups 

of women will be then be divided, without following any specific order (i.e. by chance), to either receive training 

on gender issues using methods which allow active participation during the training sessions, or not receiving 
such training.  

 

After two years of implementing these activities, we will assess the impact on relationships for the women in the 

study as well as other health related outcomes. We will also measure changes on the ability of women to have 

control over their everyday lives, and the economic and health benefits. We will also assess the cost of 

implementing these activities against their effectiveness.  

 

RESEARCH PROCEDURES 

If you decide to participate, you will be asked to take part in the following study procedures. You are free to 

withdraw from any of these procedures at any time: 

 
1. Preparation group meetings 

You have been asked to attend three group meetings with up to 30 to 40 other women living in your 

neighbourhood. At the first meeting you were provided with an explanation of the study. During the second 

meeting, you will receive this form and research staff will go through it with you and explain the study procedures 

in detail.  During the third meeting you will have time to ask any questions you might have from reading this form 

and if you are willing to participate in this study will be asked to sign this form.  At this third meeting, you and 

the other women in the group will be asked to elect a chairperson who will represent your group and communicate 

with the research team in case of any concerns or issues that might be arising. 

 

Every group of women that takes part in this study has the chance to be allocated to take part in the activities 

discussed above. A meeting will be held where your chairperson will draw a card from a box which contains all 

activities. This card will decide which activities your group will take part in.  
 

Please also note all those who agree to participate in this study will be interviewed at the beginning and towards 

the end of the study.  Participation by your group in any of the activities will be determined by chance.  This 

means that your group will have equal chance of taking part in any of the activities described under (2) below. 

 

2. Study activities 

The activities you could be taking part in may be one of the following: 
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• Your group will be provided with 10 training sessions covering important issues such as the role of women 

in your community, (domestic) violence, HIV and other health related issues at a place and time convenient 

to all the group members. The 10 sessions will be over 5 to 6 months and each session will take about 1 to 2 

hours. All women in these groups will be asked to attend an interview before and after the training sessions. 

 
OR 

 

• Your group will only be asked to attend two interviews at the beginning of the study and towards the end 

(first interview and second interview). 

 

1. First Interview 

After the third preparation meeting, if you have consented to be part of the study, a researcher will visit you at an 

agreed location and conduct an interview. You will be asked a series of questions about yourself, your health and 

your personal experiences in relationships.  

 

This interview will be held by a trained interviewer and at a place convenient to you. Everything you tell us will 
be kept confidential. At any time during the interview you can refuse to answer questions or withdraw from the 

interview. As the interview will take between one and two hours to complete, you may also ask for a break if you 

are tired or something requires your immediate attention. This interview is very important for this study and if 

you agree to participate in this study you also agree to be interviewed. 

 

3. Second interview 

You will be contacted about 29-30 months after you agreed to join the study to be interviewed for a second time. 

Similar to the first interview, you will be asked a series of questions about the same topics. The purpose of this 

interview is to see if there have been any changes in your life. As for the first interview, this interview will be 

conducted at a place convenient to you and all your answers will be kept confidential and you may refuse to 

answer if you are not comfortable with some questions. This second interview will also take about one to two 

hours to complete. Again, this interview is very important and if you agree to take part in this study you also agree 
to this second interview. 

 

4. Other interviews 

You may be asked at any time during the study to attend an individual or group interview or other activities such 

as mapping your community or making a photographic record of your community in order to better understand 

your knowledge and perceptions of healthy relationships and what you think about the activities you are taking 

part in. If you are invited to attend other interviews you will be provided with a full explanation and you will sign 

a separate consent form. It is important to know that your participation in this study does not oblige you to take 

part in these other activities and interviews. 

 

RESULTS OF THE STUDY 

After we have completed the study and analyzed the information, we will inform you of the outcomes of the study 

through meeting(s) to be organized in Mwanza city. We will also inform local and national government of the 

findings. Depending on the outcome of the study, further gender training sessions might be provided to those who 

have not yet participated in the training. 

 

HOW WILL THE INFORMATION I GIVE BE KEPT PRIVATE? 

All information collected in this study will be kept securely and confidential in a locked location.  Your name and 

details will not be recorded on the notes written during the discussions.  Analysis will only be done using the 

study number and your identity will remain private and confidential, unless we are required by law to release the 

information. Reports about the study and results will be presented to the organizations that are working together 

for this study and at scientific meetings. Results of this study may also be published in scientific journals. All 

presentations and publications of the findings of this study will not include any information which allows you to 
be identified as one of the study participants.  

 

WHAT ARE THE RISKS, STRESS OF DISCOMFORT OF TAKING PART IN THIS STUDY? 

We do not expect that you will experience any harm by taking part in this study.  However, some of the questions 

may be sensitive and you may feel embarrassed to discuss them with other people in the group. You can stop the 

interview or withdraw from the study if you feel uncomfortable.   
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If you decide you do not want to take part this will not affect this community being offered training on gender 

issues in the future.  If you have any problems as a result of being in the study then you should discuss this with 

one of the persons named below. 

 

WHAT ARE THE BENEFITS OF PARTICIPATING? 

For those who are attending the training may benefit from the information about how to improve your relationship 

and your health more generally. For those who only attend the interview this study may have no direct benefit to 

you, however this research will help us to prepare training activities and materials that are acceptable and that 

may bring positive changes to the health of relationships in this community. Therefore, your participation in this 

study will provide information which could help you and others in your community in the future. If you are subject 

to any violence during the course of the study, the study staff will provide information about available services 

within your community and refer you to the services if appropriate. 

 

ARE THERE COSTS ASSOCIATED WITH PARTICIPATING IN THIS STUDY? 

There are no costs to you for participating in this study.  For those of you who are in the group that will attend 

training you will be given a reimbursement of Tanzanian shillings 2,500 at each training session. Everyone else 

who participates in the study will receive Tanzanian 8,000 after each interview. This is compensation for your 
time, inconvenience and other costs which may be related to your participation in the study. 

 

LENGTH OF PARTICIAPTION 

You will be asked to be interviewed around a week after signing this consent form. If you are selected to attend 

training this will start around one month after you sign this consent form and will take place up to 6 months. The 

second interview will be conducted at some time later in 2017. It is therefore likely that your study participation 

will be approximately 30 months. 

 

WHOM CAN I CONTACT IF I HAVE QUESTIONS OR NEED ADDITIONAL INFORMATION? 

We would like to answer all your questions. If you have any questions now, please ask us.  If you have any 

questions later, you can also contact Dr Saidi Kapiga (Principal Investigator of this study and the Scientific 
Director of the Mwanza Intervention Trials Unit (MITU)) or Dr Gerry Mshana (Co-Investigator of this study) at 

the following address: 

Mwanza Intervention Trials Unit 

National Institute for Medical Research 

  P.O. Box 11936 

Mwanza, Tanzania 

  Telephone: 028-250 0019 

Mobile: Dr. Saidi Kapiga: number supplied 

  Dr. Gerry Mshana: number supplied 

 

If at any time you have any questions regarding your rights as a participant in this research study, you may contact 

Ms Joyce Ikingura at the address shown below: 
 

Medical Research Coordinating Committee 

National Institute for Medical research 

P.O.  Box 6953 

Dar es Salaam, Tanzania 

Telephone:  number supplied 
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AGREEMENT TO JOIN THE STUDY 

I have read this form, or had it read and explained to me. I understand the information and was able to ask all 

my questions. I have been given a copy of this form. 

 

I voluntarily agree to participate in this study by signing below. If I am illiterate, I agree that a witness will 
underwrite and sign on my behalf. 

 

 

Participant is illiterate     Participant is literate 

in Swahili     in Swahili 

 

 

              ____  

   

Participant name (print)    Participant signature/Thumbprint Date 

   

               
   

Name of study staff conducting                  Study Staff signature Date   

consent discussion (print) 

 

               

   

Witness name* (print)    Witness signature*   Date* 

 

 

 (*Needed only if participant is illiterate) 
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3. Pre-defined statistical analysis plan  

 

Statistical Analysis Plan 

MAISHA Trial Component B (CRT02) 

 
STUDY TITLE: A cluster randomised controlled trial to assess the impact of a 10-session participatory gender 

training programme on intimate partner violence (MAISHA CRT02) 

 

FUNDING:  Anonymous donor 

 

DATE:   18th September 2019 

 

WRITTEN BY:  Tanya Abramsky and Sheila Harvey in collaboration with the rest of the investigator team, all 

at the London School of Hygiene and Tropical Medicine, UK, and Mwanza Intervention 

Trials Unit, Tanzania. 
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PURPOSE AND SCOPE OF THIS ANALYSIS PLAN 

The background for the study and study procedures are described in the final study protocol(1). The purpose of 

this analysis plan is to set out in detail the methods to be used for the main analysis of the primary and 

secondary outcomes in Component B of the MAISHA trial, and to guide a comprehensive first analysis of these 

trial data. It is not the intention that every analysis outlined in this plan will be published, nor is it the intention 
that statistical analyses of the MAISHA component B study data will be limited to those listed in this plan.  

 

OVERALL STUDY AIM  

The overall study aim is to determine the effect of a social empowerment intervention (the Wanawake Na 

Maisha curriculum) delivered to women in small study groups, on their past year experience of intimate partner 

violence (IPV) and abuse, as well as their disclosure of, and attitudes towards, IPV and abuse. 

 

INTERVENTIONS 

In collaboration with local community leaders, the study team identified neighbourhoods in which to form 

women’s groups. Within a neighbourhood, the study team worked with the local leader to identify and invite 

women to local community information meetings about the study. Women who were interested in taking part in 

the study were then invited to further meetings to receive more information about the study, be assessed for 
eligibility (20-50yrs, not formally employed, resident in Mwanza 2 or more years, and fluent in Swahili), and to 

undergo informed consent procedures.  Eligible women who provided informed consent were invited to join a 

neighbourhood group of around 15 to 20 women.  

 

Intervention arm – Wanawake Na Maisha: 

Women in the intervention arm groups received the group-based MAISHA intervention following the 

Wanawake Na Maisha curriculum. The curriculum comprises 10 sessions of approximately an hour and a half to 

two hours each which were delivered by trained female facilitators on alternate weeks, over a 20-week period. 

The objectives of the curriculum are for participants to be able to: (1) Identify inequitable and harmful gender 

norms that exist in their community, especially those norms that contribute to IPV; (2) explain how abiding by 

inequitable and harmful gender norms has health and social costs to women, men, families and the community; 
(3) redefine inequitable and harmful gender norms into equitable and healthy alternatives; (4) describe the 

characteristics of healthy and unhealthy romantic relationships; (5) explain why controlling and abusive 

behaviour is unhealthy in a romantic relationship; (6) explain healthy and unhealthy expressions of power; (7) 

identify, set and manage personal boundaries; (8) negotiate division of labour in and outside the home; (9) 

communicate using an assertive communication style; (10) identify different forms of violence including 

emotional, physical, economic and sexual; (11) explain the impact of intimate partner violence on the health and 

wellbeing of women, men, families and communities; (12) give clear sexual consent; (13) prevent, negotiate and 

resolve conflict using non-violent means; (14) resist and challenge social pressure to conform to inequitable 

gender norms that support violent behaviour; and (15) identify when and how women can obtain support against 

violence (e.g., health, social, legal, etc.), if needed. 

 

Control arm: 

Groups of women in the control arm were waitlisted to receive the intervention (if shown to have positive 

impacts) following completion of study activities.  

 

BLINDING 

Due to the nature of the intervention and the clustered design it was not possible to mask the study team to the 

treatment allocations. Data analysts will be blinded to allocation. 

  

TRIAL DESIGN 

This is a two-arm parallel group cluster randomised controlled trial. Women in 66 newly formed women’s 

groups were asked to complete a face-to-face interview at baseline. Randomisation of groups to either the 

intervention or the control arm occurred after baseline interviews were conducted. The trial design and 
procedures are described in detail in the study protocol(1). 

 

RANDOMISATION 

Groups were randomised in blocks of six in a 1:1 ratio to either the control arm or the intervention arm. 

Randomisation and allocation was a participatory process involving the study team and a representative from 

each of the six groups to be randomised. The representatives were randomly divided into two groups, group A 

(n=3 groups) and group B (n=3 groups), by drawing a folded sheet of paper from a box. Groups A and B were 

then randomly allocated to either the intervention or control arm by tossing a coin. A study team member tossed 

the coin. 
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OUTCOMES 

 

Primary outcome: 

The two primary outcomes are women’s reported experience of physical IPV and sexual IPV during the past 12 

months. They are coded as binary outcomes (Any/None).  They are assessed among ever-partnered women via a 
face-to-face interview at 29 months post-randomisation (24 months post-intervention) (Table 1).  

 

Secondary outcomes: 

The secondary outcomes, also assessed at 29 months post-randomisation (24 months post intervention), which 

will be reported in the main trial report are women’s: 

• reported experience of emotional IPV during the past 12 months* (Any/None)(2) 

• attitudes condoning IPV (Ever justified/Never justified) 

• belief that a woman should tolerate violence in order to keep her family together (Yes/No) 

• belief that violence is a private matter (Yes/No) 

• reported disclosure of violence to others – among those who have experienced physical and/or sexual IPV 

during the past 12 months (Disclosed to anyone/no-one) 
 

(Note, the outcomes marked with a * above will be assessed among ever-partnered women only, i.e. women 

who have never been in a relationship with a partner will not be included in analyses of these outcomes.) 

 

The emotional abuse outcome as defined in the study protocol(1) (adhered to in this analysis plan) has 

increasingly been critiqued by violence researchers as too simple a measure, and alternatives have been 

proposed. We will therefore conduct an additional analysis of intervention impact on a newly proposed measure 

of ‘high intensity psychological abuse’(2).  

 

All outcomes are binary. Details of how the primary and secondary outcomes are derived are given in Table 1.  

 

Table 1: Outcome measures 

Indicator Items in composite indices 

Primary outcomes 

Past year experience of 

physical IPV (among 

ever partnered women) 

Reports that her current or any other partner has done at least one of the 

following things to her in the past year:  

• Slapped her or thrown something at her that could hurt her 

• Pushed her or shoved her or pulled her hair 

• Hit her with his fist or something else that could hurt her 

• Kicked her, dragged her or beat her up 

• Choked or burnt her on purpose 

• Threatened to use or actually used a gun, knife or other weapon against 

her 

Past year experience of 

sexual IPV (among 

ever partnered women) 

Reports that at least one of the following things has happened to her in the past 

year: 

• Current or any other partner forced her to have sexual intercourse by 
threatening her, holding her down or hurting her in some way 

• She had sexual intercourse when she did not want to because she was 

afraid that her partner would hurt her or someone she cared about if she 

refused 

• She had sexual intercourse when she did not want to because she was 

afraid that her partner would leave her or take another girlfriend if she 

refused 

Secondary outcomes 

Past year experience of 

emotional IPV (among 

ever partnered women) 

Reports that her current or any other partner has done at least one of the 

following things to her in the past year: 

• Insulted her or made her feel bad about herself 

• Belittled or humiliated her in front of other people 

• Done things to scare or humiliate her on purpose (e.g. by the way her 
looked at her, by yelling and smashing things) 

• Verbally threatened to hurt her or someone she cares about 

Past year disclosure of 

IPV (among women 

Reports having told anyone (versus no-one) about her partner’s violent 

behaviour towards her within the past 12 months 
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who have experienced 

physical and/or sexual 

IPV in the past year) 

Attitudes accepting of a 

man’s use of violence 

against his partner 

‘Strongly agrees’ or ‘agrees’ (versus ‘disagrees’ or ‘strongly disagrees’)  that a 

man has good reason to hit his wife in at least one of the following scenarios:   

• She does not complete her household work to his satisfaction 

• She disobeys him 

• She refuses to have sexual intercourse with him 

• She protests because he has other girlfriends 

• He suspects that she is unfaithful in marriage 

• He finds out that she has been unfaithful in marriage 

Believes a woman 

should tolerate 

violence in order to 

keep her family 

together 

‘Strongly agrees’ or ‘agrees’ (versus ‘disagrees’ or ‘strongly disagrees’) with 

the statement: ‘A woman should tolerate violence in order to keep her family 

together.’  

Believes IPV is a 

private matter 

‘Strongly agrees’ or ‘agrees’ (versus ‘disagrees’ or ‘strongly disagrees’) with 

the statement: ‘Violence between husband and wife is a private matter and 

others should not intervene.’ 

Additional emotional abuse outcome (added post-protocol) 

Past year experience of 

high intensity 
psychological abuse by 

a partner (among ever 

partnered women) 

Reports that her current or any other partner has done at least one of the 

following things to her many times (versus less) in the past year: 

• Insulted her or made her feel bad about herself 

• Belittled or humiliated her in front of other people 

• Done things to scare or humiliate her on purpose (e.g. by the way her 

looked at her, by yelling and smashing things) 

• Verbally threatened to hurt her or someone she cares about 

 

 

MEASUREMENT TIMES 

Following enrolment into the trial, baseline data were collected from women who had consented to take part. 

Randomisation within each block of six groups occurred once all women in the respective six groups had 

completed the baseline interview. Following randomisation, the intervention was delivered over 20 weeks (five 

months) to women in groups assigned to the intervention arm.  Women in both arms were then followed up 29 
months post-randomisation. Thus, all outcome data were collected 24 months post-intervention. 

 

POWER AND SAMPLE SIZE 

The original sample size calculation was based on a composite outcome of past year physical and/or sexual IPV, 

and assumed an estimated prevalence of past year physical and/or sexual IPV of 30% in the comparison arm, 

based on data from the WHO multi-country study in Tanzania(3). A sample size of 33 groups per trial arm with 

an average of 20 participants per group (allowing for 10% loss to follow-up) would provide 80% power to 

detect a relative risk reduction of 30% for past year physical and/or sexual IPV, assuming an intra-cluster 

correlation coefficient (ICC) of 0.02. Even with an ICC of 0.04, the trial would have 80% power to detect a 

reduction in past year IPV of 33%. 

In light of new evidence (see Protocol Amendments in published protocol), the trial management committee 
decided that the primary outcome measure of physical and/or sexual IPV should be replaced by physical IPV 

and sexual IPV as two separate outcomes. Other trials of violence prevention interventions, including MAISHA 

CRT01, have shown greater impacts on physical IPV than on sexual IPV(4, 5) – with the SASA! cluster RCT 

hypothesising from the outset that this would be the case(6). New power calculations for this trial were 

conducted assuming an estimated prevalence of past year physical IPV of 25% in the comparison arm 

(estimated from baseline data). A sample size of 33 groups per trial arm, with an average of 20 participants per 

group (allowing for 10% loss to follow-up), will provide 80% power to detect a 33% relative reduction in past 

year physical IPV, assuming an ICC of 0.035. With an ICC of 0.05, the trial will have 80% power to detect a 

35% reduction in past year physical IPV. 
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ANALYSIS POPULATIONS 

 

Intention to treat analysis 

The primary analyses will be conducted following the intention to treat principle. All randomised participants 

with both baseline and follow-up data will be analysed according to which group they were randomised to, 
irrespective of their adherence to the intervention (or control) protocol. 

 

Per-protocol analysis 

We will also conduct a secondary per-protocol analysis to estimate intervention effects on the primary and 

secondary outcomes among those receiving a high dose of the MAISHA intervention (attendance at 7 or more 

sessions). Outcomes will be compared between those receiving a high dose in the intervention arm and 

propensity score matched individuals from the control arm.  

 

STATISTICAL ANALYSIS 

 

Descriptive analyses 

A single table will be prepared showing the numbers of participants in each cluster who (a) consented to trial 
participation, (b) completed the baseline interview, (c) completed the follow-up interview 29 months post-

randomisation, (d) are included in the ITT population (have baseline and follow-up data), and (e) are included in 

the PP population (attended 7 or more intervention sessions/propensity score matched controls) . 

Data collected in the follow-up questionnaire will be described using summary statistics in a set of tables and 

presented separately by trial arm.  

Outcome measures 

The primary and secondary outcome measures will be summarised, disaggregated by trial arm, in a set of tables 

and figurers. Outcome data will also be summarised by cluster and outcome assessor. 

Adherence data 

Attendance data (for each session, and total number of sessions attended by each participant) will be 

summarised (overall and by cluster) in a set of tables and figures. 
 

Assessment of nuisance heterogeneity 

Assessment of inter-rater variability 

The prevalence of past year physical IPV and past year sexual IPV reported to each assessor will be tabulated, 

and the spread investigated and contrasted with the level of spread that would be expected under the assumption 

of no heterogeneity. 

The number of women interviewed in each trial arm by each outcome assessor will also be tabulated. 

Assessment of inter-cluster variability  

Heterogeneity across clusters with respect to the primary outcomes will be assessed in a similar fashion and will 

include calculation of the intra-cluster correlation coefficients. This, together with the number of participants in 

each group, will be used to assess whether the trial was powered as anticipated in our revised power 

calculations. 
 

Analysis of intervention effects 

ITT analysis of the primary and secondary outcomes 

Each outcome will be analysed separately in a logistic regression model with random intercepts for each 

randomised group to account for intra-cluster correlation. The model will include a dummy variable to indicate 

treatment allocation, and be adjusted for age (included as a continuous covariate), education (binary: above 

primary versus primary or below), and baseline measure of the outcome. The treatment effect will be presented 

as an odds ratio (with 95% confidence interval).    

 

Sensitivity analysis #1: controlling for outcome assessor 

The main primary outcomes analysis described above will be repeated but the model will include one further 
random intercepts term to control for heterogeneity between outcome assessors.  

 

Sensitivity analysis #2: missing-data 

The main analysis of the primary outcomes will be re-run including all participants who completed the baseline 

questionnaire, even if they did not complete the follow-up questionnaire. We will use multiple imputation to 

simulate (separately for each treatment arm) missing outcome data (29 months post-randomisation). The 

imputation model (using 10 imputations) will include age (continuous term), education (above primary/primary 

or below), baseline measure of the outcome, cluster, and (in the intervention arm only) number of sessions 

attended.  
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Per-protocol analysis 

The trial team (comprising researchers and intervention developers) consider participation in seven or more 

sessions to constitute a ‘good dose’ of the intervention. We will perform a per-protocol analysis, restricted to 

intervention arm women who participated in seven or more intervention sessions, and propensity score matched 

control arm women. The same logistic regression model as used for the ITT analysis of intervention effect will 
be fitted to this restricted group of participants to estimate the ‘explanatory’ effect of the MAISHA intervention.  

Propensity score will be generated based on a logistic regression model fitted to women in the intervention arm, 

with 7+ sessions as the dependent variable and independent variables comprising baseline measures of cluster 

size, age, religion, marital status, highest level of education attended, number of children, continuity of BRAC 

loans over the past 12 months, experience of sexual and/or physical IPV (never/ ever but not past yr/ past yr), 

past year experience of controlling behaviour, and poor mental health.  

 

Dose-response effects 

Dose response effects on the attitudinal outcomes will be further explored by adding number of intervention 

sessions (as a linear term) to the logistic regression model used for the primary analysis.  

 

CONTAMINATION 

Steps have been taken to minimise and monitor contamination of the control arm. Women’s attendance at 

sessions will be recorded by intervention staff.  During follow-up, women will also be asked if they attended 

any of the MAISHA curriculum sessions or if they have discussed sessions with intervention arm women. 

In the event that contamination is high (>10% of control women reporting attendance at one or more sessions) 

we will conduct a supplementary per-protocol analysis where people are analysed according to whether or not 

they were exposed to the intervention, regardless of the randomised allocation of their group. 

 

FURTHER EXPLORATORY ANALYSES 

A large number of variables was collected in this study. As described above under Purpose and Scope, it is 

anticipated that the data will be used to address research questions that are not considered in this analysis plan.  

We also plan to conduct comparative analyses between CRT01 and CRT02, the details of which are outlined in 
a separate document.  
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5. Statistical analysis 

 

The robustness of the primary analysis was further examined through sensitivity analyses by:  
1) adding a random intercepts term for interviewer to control for possible heterogeneity in outcome reporting 

between interviewers; and  

2) including all participants who completed the baseline questionnaire, using multiple imputation to simulate 

missing endline data.  

 

Measures of effect were not affected by inclusion of a random intercepts term for interviewer (Table S1), or 

when multiple imputation was used to impute missing outcome data for the participants who only completed the 

baseline questionnaire (Table S1). 

  

 

Table S1. Sensitivity analysis of the primary outcomes accounting for heterogeneity in outcome reporting 

between interviewers through inclusion of an additional random effect for interviewer 

 

 Proportion with the outcome Standard deviation for 

random effects 

  

 Intervention 

n/N (%) 

Control 

n/N (%) 

Cluster Interviewer Adjusted* 

odds ratio 

(95%CI) 

p-value* 

Physical IPV 113/550 

(21%) 

117/575 

(20%) 

0.0001 0.194 0.99 (0.73 – 

1.34) 

0.934 

Sexual IPV 109/550 

(20%) 

121/575 

(21%) 

0.015 0.416 0.99 (0.73 – 

1.35) 

0.961 

n = number of participants with outcome; N = total number of participants; % = n/N*100. * Effects were estimated in a 
model identical to the main analysis model for the primary outcome except for the addition of a second random effect to 
account for heterogeneity between interviewers in their elicitation of outcomes, i.e. in addition to the interviewer random 
effect, the model included cluster-level random intercepts and adjustment for IPV experience at baseline (Y/N), secondary or 

higher education (Y/N) and age (linear).  

 

 

 

Table S2 Results from the multiple imputation analysis± accounting for missing primary outcome data at 

follow-up among the 1247 ever-partnered participants who completed the baseline questionnaire 

 

Outcome Intervention 

(n=618) 
Proportion (95%CI) 

Control 

(n=629) 
Proportion (95%CI) 

Adjusted OR* 

(95%CI) 
p-value 

Physical IPV 0.211 (0.177 – 0.245)  0.205 (0.172 – 0.238) 0.98 (0.72 – 1.34) 

Sexual IPV 0.204 (0.169 – 0.238) 0.214 (0.181 – 0.247) 0.97 (0.72 – 1.30) 
±missing primary outcome data at 29 months post-randomisation were multiply imputed (separately for each treatment 

group) using m=10 imputations using an imputation model with the adjustment variables included as covariates along with 

IPV at baseline, cluster and (for the intervention arm) number of sessions attended.              

* adjusted odds ratio point and interval estimates and p-value are from a logistic regression with cluster-level random 

intercepts and adjustment for baseline measure of outcome (Y/N), secondary or higher education (Y/N) and age (linear).  
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Figure S1 Observed log odds of the outcome, accepting violence, plotted against number of intervention 

sessions attended (blue circles), and the modelled (unadjusted) linear dose-response relationship (red line) 

 

 

 
Figure S2 Observed log odds of the outcome, tolerating violence, plotted against number of intervention 

sessions attended (blue circles), and the modelled (unadjusted) linear dose-response relationship (red line)  
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Figure S3 Observed log odds of the outcome, belief that violence is a private matter, plotted against 

number of intervention sessions attended (blue circles), and the modelled (unadjusted) linear dose-

response relationship (red line)  

 

 

Table S3. Analysis of linear dose-response relationship between number of intervention sessions 

attended± and effect on the three binary attitudes outcomes, among those in the intervention arm who 

attended at least one session (N=541) 

 

Modelled effect of one 

additional intervention 

session 

Proportion with outcome 

n/N (%) 

Crude OR* 

(95%CI) 

p-value 

Adjusted OR** 

(95%CI) 

p-value 

Attitudes condoning IPV 278/541 (51%) 0.93 (0.85 – 1.02) 

P=0.132 

0.92 (0.84 – 1.01) 

p=0.087 

Belief a woman should 

tolerate violence 

80/541 (15%) 0.99 (0.87 – 1.12) 

P=0.812 

0.98 (0.87 – 1.11) 

p=0.774 

Belief that violence is 

private 

57/541 (11%) 0.93 (0.81 – 1.06) 

p=0.295 

0.94 (0.81 – 1.08) 

p=0.346 
±Modelled as a linear term ranging from 1-10 for participants in the intervention arm (participants who attended 0 sessions 
were excluded) 
*Effect estimates and p-value are from logistic regressions with cluster-level random intercepts 
** Adjusted for the baseline level of the outcome (Y/N), secondary or higher education (Y/N), and age in years (as a linear 
term) 
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