
 
 

 
 
 

 
 
 
 
 
 
A randomised controlled trial of an intervention delivered by app 
instant messaging to increase the acceptability of effective 
contraception among young people in Tajikistan 
 
 
 

Statistical analysis plan 
 
 
 
 

Name 
 

Role Signature Date 

 
 
Ona L McCarthy 
 

 
 
Co-principal investigator, 
PhD candidate 
 
 

 
 
 

 
 
16.08.17 
 

 
 
Phil Edwards 

 
 
Trial statistician 
 
 

 

16-08-17 

 
 
 
 
 
 
 
 
 
 
 



 
 

Table of Contents 
 

Trial summary .................................................................................................................. 1 

Background ......................................................................................................................................... 1 

Design .................................................................................................................................................. 1 

Aim ...................................................................................................................................................... 1 

Study population ................................................................................................................................. 1 

Primary outcome ................................................................................................................................ 2 

Secondary outcomes ........................................................................................................................... 2 

Process outcomes ........................................................................................................................... 2 

Sample size .......................................................................................................................................... 2 

Purpose and scope of the statistical analysis plan ............................................................. 2 

Writing of the SAP ............................................................................................................ 2 

Analysis commencement .................................................................................................. 3 

Data checking ................................................................................................................... 3 

Data collected .................................................................................................................. 3 

Baseline data ....................................................................................................................................... 3 

Follow-up data .................................................................................................................................... 4 

Recruitment and follow-up ............................................................................................... 4 

Loss to follow-up ............................................................................................................................. 4 

Analysis ............................................................................................................................ 4 

General statistical considerations ....................................................................................................... 4 

Assumptions about missing data ........................................................................................................ 4 

Missing baseline covariates ................................................................................................................ 5 

Baseline covariate adjustment ........................................................................................................ 5 

Primary analysis .................................................................................................................................. 5 

Primary outcome ............................................................................................................................ 5 

Secondary outcomes ....................................................................................................................... 5 

Analysis of the process outcomes ................................................................................................... 5 

Additional analyses ......................................................................................................................... 6 

Variable definitions .......................................................................................................... 6 

Primary outcome ................................................................................................................................ 6 

Secondary outcomes ........................................................................................................................... 7 

Process outcomes ........................................................................................................................... 7 

Appendix 1. Baseline questionnaire .................................................................................. 8 

Appendix 2. Follow-up questionnaire ............................................................................. 10 

Appendix 3. Consort diagram .......................................................................................... 15 



 
 

Appendix 4. Shell tables ................................................................................................. 16 

References ..................................................................................................................... 22 

 



1 
 

Trial summary  
Background 
Globally in 2012, an estimated 85 million pregnancies (approximately 40% of all pregnancies) were 
unintended (1). Women in lower income countries experience more unintended pregnancies than in 
higher income countries, with a rate of 54 per 1,000 women compared to 44 per 1,000 women 
respectively (1). Unintended pregnancy is associated with numerous poorer health and outcomes for 
both women and their children (2-17). A woman has an unmet need for modern contraception if 
they want to avoid a pregnancy but currently use no method or a traditional method (18). Fulfilling 
unmet need for contraception is essential in decreasing unintended pregnancy, however in 2014 an 
estimated 225 million women in low and middle income countries had an unmet need for modern 

contraception (18).  
 
Effective contraception methods are those with a less than 10% typical use failure rate at 12 months 
(19-21). The effective methods available in Tajikistan are oral contraceptive pills (OCs), intrauterine 
devices (IUDs), injectables and implants. Despite the availability of the effective methods in 
Tajikistan, it is estimated that 26% of married 15-24 year olds have an unmet need for contraception 
(22). Total unmet need peaks at age 25-29, reflecting the cultural norm of early family completion 
(22).  
 
The Tajikistan Demographic and Health Survey (DHS) 2012 estimated that around 23% of all married 
women and 8% of married 15-24 year olds report using an effective method, the intrauterine device 
(IUD) being the most popular (22). Eighty-three percent of induced abortions (all age groups) occur 
in women not using any method (22). The total wanted fertility rate is reported to be 3.3 compared 
the actual of 3.8, indicating that woman have 0.5 children more than desired (22). Oppositional 
attitudes towards contraception are a barrier to use in Tajikistan; 36% of women with an unmet 
need cite their own opposition and 13% cite their partner’s opposition as the reason for not using 
contraception (23). Other reasons married women with an unmet need gave for not using 
contraception were infrequent/no sex (28%) and side effects/health risks/inconvenience (15%) (23). 
 
The London School of Hygiene and Tropical Medicine (LSHTM) and the Tajik Family Planning 
Association (TFPA), a Member Association of the International Planned Parenthood Federation 
(IPPF), are collaborating to evaluate an intervention delivered by mobile phone for young men and 
women in Tajikistan to increase the acceptability of effective contraception.  
 

Design 
This study is a parallel group, individually randomised superiority trial with a 1:1 allocation ratio 
evaluating the effect of an intervention delivered by mobile phone application (app). Participants 
randomised to the intervention arm will have access to the app and will receive the intervention 
instant messages. Participants randomised to the control arm will have access to the app and receive 
control instant messages about trial participation.  
 

Aim 
The aim of the trial is to evaluate the effect of the intervention on young Tajik people’s self-reported 
acceptability of the effective contraception methods available in Tajikistan.  
 

Study population 
Women and men aged 16-24 who own a personal Android mobile phone and live in Tajikistan, can 
provide informed consent and can read Tajik or Russian were eligible to take part. Participants must 
have been willing to receive messages about contraception on their mobile phone.  
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Primary outcome 
The primary outcome is the proportion of participants reporting that at least one method of 
effective contraception is acceptable at four months post randomisation. 
 

Secondary outcomes 
Secondary outcomes (also measured at four months) are: 

 use (or partner’s use) of effective contraception 

 acceptability of individual methods 

 use (or partner’s use) of effective contraception at any time during the four months  

 sexual health service attendance during the four months 

 unintended pregnancy 

 induced abortion 
 

Process outcomes 
The process outcomes are:  

 knowledge of effective contraception 

 perceived norms in relation to using and communicating with partners about contraception 

 personal agency in using (women only) and communicating with partners about 
contraception 

 intention to use effective contraception (women only) 

 intervention dose received 
 

Sample size 
The trial is powered to detect a 15% increase in acceptability of effective contraception in the 
intervention group compared with the control group. Other studies have found smaller increases in 
behaviour with similar interventions, for example Castaño 2012 (24). Because attitudinal change is 
likely to be easier to achieve than behavioural change, we powered the trial to detect a larger 
difference. Four hundred and fifty-four participants will allow for 90% power to detect a 15% 
absolute increase in acceptability, assuming 50% acceptability in the control group (i.e. 50% in the 
control vs 65% in the intervention, an odds ratio of 1.86). Fifty percent baseline acceptability is used 
in the absence of published data on acceptability in this context. If the actual baseline acceptability is 
higher or lower than 50%, the trial is still sufficiently powered to detect an absolute difference of 
15%. For example, if the proportion in the control arm is 75%, there will be 90% power to detect an 
absolute difference of 12% (corresponding to 87% acceptability in the intervention group and an 
odds ratio of 2.23). Allowing for 20% loss to follow-up, 570 people will be randomised.  
 

Purpose and scope of the statistical analysis plan 
This document reports the main statistical analysis plan (SAP) of the trial. The purpose of pre-
specifying the analyses is to assure that they are not influenced by the results after unmasking. This 
SAP will not prevent additional analyses from being conducted, which may become relevant during 
the analyses outlined in this document. Additional analyses will be interpreted with caution, as they 
will not have been pre-specified. This SAP will also not prevent the analysis from being adapted if 
situations arise that necessitate them. This will be done with transparency, will be justified and 
published. This SAP does not cover the economic evaluation or analysis of the qualitative interviews. 
 

Writing of the SAP 
This analysis plan was written by Ona McCarthy with input from Baptiste Leurent, Phil Edwards, and 
Cari Free. The final version of the analysis plan was approved by OM and PE. A first version was 
written as the trial was ongoing. The final version was updated once all the trial data had been 
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collected, and OM had run the analysis program using a masked allocation variable. This ensured 
there was no unforeseen issues with the data or statistical analysis. Due to some varibles with sparse 
data, the list of adjustment covariates was updated at this stage, as explained below. All researchers 
were masked to treatment allocation when the final version was written and approved. 
 

Analysis commencement  
OM prepared the Stata analysis do files and they were checked by BL during the follow-up data 
collection period. The analysis outlined in this document will be conducted by OM after the follow-
up data collection is complete and the complete dataset is checked and cleaned. Unmasking will 
occur when all analyses outlined in this document have been programmed and this analysis plan is 
publicly released.  
 

Data checking 
 For any missing or inconsistent data at baseline, local staff attempted to gather this from 

participants. (Staff will be aware of any items missing as they will not be able to submit the 
form to randomise the participant. Therefore, attempts to collect this missing data will occur 
before randomisation.) 

 Identifying any out of range data. If out of range data is identified, local staff attempted to 
contact the participants to collect the accurate data. If this is not possible, it will be 
considered missing data. 

 For participants that completed the follow-up questionnaire, but skipped items, local staff 
will attempt to contact the participants to collect the data. If this is not possible, it will be 
considered missing data. 

 

Data collected 
Data is self-reported and was collected at baseline and four months post-randomisation. All data 
was entered onto the trial database system, which is on LSHTM’s secure server. At both time points, 
participants had the option of filling out a paper-based version of the questionnaire at the 
recruitment site, providing the data over the phone with research staff or entering the data directly 
onto the online system, according to their preference. If participants provided their questionnaire 
data by paper or over the telephone, research staff entered enter this data onto the system. Local 
research staff will contact non-responders by phone. For participants that report use of effective 
contraception at follow-up, local research staff will attempt to locate the service records to 
objectively verify use. 
 

Baseline data 
 primary outcome  

 full name 

 mobile phone number 

 email address 

 date of birth 

 gender 

 marital status 

 number of children 

 ethnicity 

 occupation 

 education level 

 current pregnancy intention 

 current method 
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 how they found out about the study 

 date of randomisation 

 allocation 
 
See Appendix 1 for the Baseline questionnaire. 
 

Follow-up data  
 primary outcome 

 secondary outcomes 

 process outcomes  

 if participants report using an effective method, where they obtained it 

 current pregnancy intention 

 whether they knew someone else that took part in the study and if so, if they read each 
other’s messages 

 if they have experienced physical violence since being in the study 

 if anything good or bad happened as a result of receiving the messages  
 
See Appendix 2 for the Follow-up questionnaire.  
 

Recruitment and follow-up  
We will report the number of people assessed for eligibility, excluded before randomisation, number 
of participants randomised, allocated to the intervention, that completed follow-up and analysed. 
This information will be presented graphically in a CONSORT diagram as recommended in the 
CONSORT guidelines (25) (Appendix 3). 
 

Loss to follow-up 
To investigate whether loss to follow-up differs by arm, we will report this descriptively and using a 
chi-squared test. We will use logistic regression to compare baseline characteristics of participants 
that completed 4-month follow-up against participants that did not. We will report predictors of loss 
to follow-up and investigate whether the effect of these differs by arm by testing for an interaction.   
 

Analysis 
General statistical considerations 
The analysis of the data will follow the plan specified below. There will be no interim analyses and 
therefore no stopping rules. All analyses will be according to randomised arm and only participants 
with complete outcome data will be included in the primary analysis (a complete case analysis). All 
statistical tests will be two-sided. All effect estimates will be reported with a 95% confidence interval 
and associated p-value. Statistical significance will be considered at the 5% level. Analyses will be 
conducted in Stata 15. 
 
We report baseline characteristics by allocation and also report baseline characteristics for 
participants lost to follow-up and for participants that completed follow-up, separately (26) 
(Appendix 4) 
 

Assumptions about missing data 
Because we are not aware of similar trials, it is not possible to investigate the pattern of missing 
data. A missing at random (MAR) assumption assumes that missing data for participants that did not 
complete follow-up are similar to data from participants who completed follow-up, based on similar 
baseline covariates (i.e. that missingness is independent of the missing data) (27). If participants that 
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complete follow-up are more likely to find an effective method acceptable compared to those that 
are lost to follow-up, the observed proportion may overestimate acceptability (27). European Union 
guidance on missing data in clinical trials highlights this limitation of MAR among others (28). The 
guidance states, however, that “under reasonable assumptions” the estimate of treatment effect is 
unlikely to be biased “to an important degree”.  We will conduct the primary analysis under a MAR 
assumption (conditionally on the adjustment variables in the model), then perform sensitivity 
analysis under different assumptions for the missing data, as explained below. 
 

Missing baseline covariates 
The database requires all items on the baseline questionnaire to be submitted to randomise. 
Therefore, there will be no missing baseline covariates.  
 

Baseline covariate adjustment 
In a previous version of the SAP, we pre-specifed baseline covariates likely to be associated with the 
outcome in order to adjust the primary analysis regression to improve the efficiency of the analysis 
and avoid chance imbalances (29). These pre-specified covariates were: use (using effective 
contraception/not using effective contraception); pregnancy intention (wants to avoid/other); 
gender (female/male), age (16-19/20-24); number of children (0/1+); highest education level 
completed (university/other) and acceptability of effective contraception at baseline (at least one 
method acceptable/no methods acceptable). 
 
For this final SAP, we looked at the baseline data to confirm their suitability as adjustment 
covariates. We noticed that the use and number of children variables have too small numbers in one 
of the categories, which could be problematic for the regression model. Our final baseline covariates 
will therefore be: pregnancy intention, gender, age, education level and acceptability at baseline. 
 

Primary analysis 
Primary outcome 
The primary outcome is the proportion of participants reporting that at least one method of 
effective contraception is acceptable at four months post randomisation. In the absence of an 
existing validated measure of acceptability that was appropriate for this context, the primary 
outcome measure was constructed based on guidelines for measuring Integrated Behavioural Model  
constructs (30-32) and tested for face validity with the target group. The primary outcome is binary 
and we will compare the crude proportion reporting at least one method is acceptable in each 
group. We will estimate the difference between the groups using logistic regression and will report 
the odds ratio along with the 95% confidence interval and p-value for evidence against the absence 
of intervention effect from the model. The regression will be adjusted for the outcome at baseline 
and the baseline covariates as above (pregnancy intention, gender, age, education level). We will 
also report the crude odds ratio between arms. 
 

Secondary outcomes 
The analysis of the secondary outcomes will be the similar to the analysis of the primary outcome. 
We will estimate the difference between the groups using logistic regression, report odds ratios with 
95% confidence intervals and p-values. All regressions will be adjusted for the covariates as above 
(pregnancy intention, gender, age, education level), although with the acceptability of individual 
methods, the corresponding method acceptability at baseline will replace the overall acceptability of 
effective contraception.  
 

Analysis of the process outcomes 
Analysis of the process outcomes 
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The process outcomes perceived norms, personal agency and intention are comprised of ordinal 
scales. It is not appropriate to combine the data to generate a score in which to analyse the 
constructs as continuous. Neither is it appropriate to consider the scales together as a construct, as 
the constructs have not been validated as such. Each scale will be analysed individually using 
ordered logistic regression to estimate proportional odds ratios. For knowledge, each correct answer 
will receive one point. The points will be summed and an overall score will be produced. We will use 
linear regression to test for a difference in mean scores between the arms.  
 
To assess the ‘dose’ of the intervention that the intervention participants received, we will analyse 
the number of messages that participants reported to have read (all, most, some, none) and 
whether they stopped the messages. This will be reported descriptively. 
 

Additional analyses 
Sensitivity analyses 
We will conduct sensitivity analyses regarding the missing data assumptions. In the first sensitivity 
analysis, we will consider that data are not missing at random, and that all participants lost to follow-
up did not find at least one method acceptable. In the second, we will adjust for the main baseline 
predictors of missing data. Both sensitivity analyses will be adjusted for the pre-specified covariates 
as above (pregnancy intention, gender, age, education level, acceptablity at baseline). 
 
Subgroup analysis  
Recognising that the trial is not powered to detect effect differences in subgroups, we will conduct 
exploratory subgroup analyses for the primary outcome to determine if the intervention effect 
varies by baseline characteristics. The pre-specified subgroups are: gender (female/male); age (split 
at the median); marital status (married/not married); number of children (0/1+); ethnicity 
(Tajik/other); occupation (in education/other); highest education level completed (university/other) 
and pregnancy intention (wants to avoid/other). Within the pre-specified subgroups, we will assess 
heterogeneity of treatment effect with a test for interaction (33-37). Interaction test p-values will be 
presented but will be interpreted with caution, due to the exploratory nature, the multiple tests 
performed and the low power of the interaction test. We will estimate odds ratios along with 95% 
CIs for each subgroup (without p-values of treatment effect within that subgroup). As this is an 
exploratory analysis of potentially influential characteristics, we will not hypothesise effect 
directions.  
 
Contamination 
To assess the potential for contamination, we will report the proportion of control group 
participants that read another participant’s messages and the proportion of intervention 
participants whose messages were read by another participant.  
 

Variable definitions 
Primary outcome 
acceptability of at least one method of effective contraception 
The proportion of participants reporting that at least one method of effective contraception is 
acceptable at 4 months. The acceptability of each method is measured by the following stems: Using 
the [method] …causes infertility, …causes unwanted side effects, …is easy, …is a good way to prevent 
pregnancy and I would recommend the [method] to a friend. The IUD and implant include an 
additional stem: The [method] insertion would not be a problem for me. The response options for 
each scale are: strongly disagree, disagree, not sure, agree, strongly agree and I do not know what 
the [method] is. A method is acceptable if participants report ‘agree’ or ‘strongly agree’ for all scales 
except for ‘…causes infertility’ and ‘…causes unwanted side effects’ stems, for which ‘disagree’ or 
‘strongly disagree’ denotes acceptability. 
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Secondary outcomes 
Secondary outcomes (all measured at 4 months) are self-reported: 
 
use of effective contraception 
The proportion reporting use of effective contraception. A response of ‘yes’ for use of the pill, IUD, 
injection or implant indicates use of effective contraception.  
 
acceptability of individual methods  
The proportion reporting that each method of effective contraceptive method is acceptable. The 
acceptabilty of each method is measured as described in the primary outcome definition.  

 
(during the study) 
discontinuation of effective contraception 
The proportion reporting use (or partner’s use) of effective contraception at any time during the 
four months. 
 
service uptake  
The proportion reporting attending a sexual health service during the four months 
 
unintended pregnancy  
The proportion reporting that they became pregnant and did not want a pregnancy during the study. 
 
induced abortion  
The proportion reporting having (or partner having) an abortion during the study. 
 

Process outcomes 
knowledge of effective contraception 
Each correct answer on the 6 knowledge items will receive 1 point. The points will be summed and 
an overall score will be produced.  
 
perceived norm 
There are 2 descriptive norm scales, 1 in relation to friends using contraception and one in relation 
to friends communicating with partners about contraception. The scales will be analysed separately. 
 
personal agency  
Personal agency is comprised of 2 perceived behavioural control scales and 2 self-efficacy in relation 
to using (women only) and communicating with partners about effective contraception. The scales 
will be analysed separately. 
 
intention  
Intention to use effective contraception consists of 1 scale (women only). 
 
intervention dose 
The number of messages that participants reported to have read (all, most, some, none) and 
whether they stopped the messages. This will be reported descriptively.  
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Appendix 1. Baseline questionnaire 
 

Thank you very much for taking part in the study.  Please complete the following questionnaire. Please be as honest as 
possible. All of your answers will remain confidential. 

  
Using the pill… 

      

1 
causes infertility 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the pill is 

2 
causes unwanted side-effects 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the pill is 

3 
is easy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the pill is 

4 
is a good way to prevent pregnancy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the pill is 

5 
I would recommend the pill to a friend 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the pill is 

  
Using the IUD… 

      

6 
causes infertility 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the IUD is 

7 
causes unwanted side-effects 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the IUD is 

8 
is easy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the IUD is 

9 
is a good way to prevent pregnancy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the IUD is 

10 I would recommend the IUD to a 
friend 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the IUD is 

11 The IUD insertion would not be a 
problem 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the IUD is 

  
Using the injection… 

      

12 
causes infertility 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the injection is 

13 
causes unwanted side-effects 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the injection is 

14 
is easy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the injection is 

15 
is a good way to prevent pregnancy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the injection is 

16 I would recommend the injection to a 
friend 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the injection is 

  
Using the implant… 

      

17 
causes infertility 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the implant is 

18 
causes unwanted side-effects 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the implant is 

19 
is easy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the implant is 

20 
is a good way to prevent pregnancy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the implant is 

21 I would recommend the implant to a 
friend 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the implant is 
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22 The implant insertion would not be a 
problem 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the implant is 

        
        

23 What is your first name? 
 

 

24 What is your last name? 
 

 

25 What is your mobile number? 
 

 

26 What is your email address? 
 

 

27 What day were you born? 
 

Day 
 

Month Year    

28 
Are you? 

Female 
 
 

Male     

29 
Are you? 

Married Not 
married 

 

    

30 
How many children do you have? 

0 1 2+ 
 

   

31 

Are you? (check all that apply) 

 
Tajik 

 
Russian 

 
Kyrgyz 

 

   

 
Uzbek 

 
Kazak  

 

 
Other 

   

32 

Are you? (check all that apply) 

At school At 
university 

  

Working Training   

Full time 
parent 

Not 
working 

Long-
term sick 

   

33 What is the highest level of 
education that you have 

completed? 

Primary Secondary University Technical 
education 

  

34 
Do you want a pregnancy now? 

Yes No Unsure Not 
married  

  

35 

What method of contraception are 
you or your partner using now 

(check all that apply)? 

 
None 

Injection Male 
condom 

IUD Not 
married 

 

Implant 
 

Pill Female 
condom 

Calendar-
based 

method 

LAM  

Withdrawal 
 

Patch Ring Other 
method 

  

36 How did you find out about this 
study? 

 

Facebook OK Youth 
service 

TFPA 
website 

Friend Flyer/poster 

       Other 
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Appendix 2. Follow-up questionnaire 
 

 

FEMALE follow-up questionnaire  
 

Thank you very much for taking part in the study.  Now it is time to complete the final questionnaire. Please be as 
honest as possible. All of your answers will remain confidential. 

1 

What method of contraception are you using 
now (check all that apply)? 

 
None 

Injection Male condom IUD Not 
married 

Implant 
 

Pill Female condom Calendar-
based 

method 

LAM 

Withdrawal 
 

Patch Ring Other 
method 

 

2 
Where did you get this method? 

Not married Not using a 
method 

Reproductive 
health center 

  

Drugstore NGO I do not know   

3  
Do you want a pregnancy now? 

Yes No Not sure Not married  

 Using the pill…       

4 
causes infertility 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the pill is 

5 
causes unwanted side-effects 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the pill is 

6 
is easy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the pill is 

7 
is a good way to prevent pregnancy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the pill is 

8 
I would recommend the pill to a friend 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the pill is 

  
Using the IUD… 

      

9 
causes infertility 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the IUD is 

10 
causes unwanted side-effects 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the IUD is 

11 
is easy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the IUD is 

12 
is a good way to prevent pregnancy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the IUD is 

13 I would recommend the IUD to a 
friend 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the IUD is 

14 The IUD insertion would not be a 
problem 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the IUD is 

  
Using the injection… 

      

15 
causes infertility 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the injection is 

16 
causes unwanted side-effects 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the injection is 

17 
is easy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the injection is 

18 
is a good way to prevent pregnancy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the injection is 
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19 I would recommend the injection to a 
friend 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the injection is 

  
Using the implant… 

      

20 
causes infertility 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the implant is 

21 
causes unwanted side-effects 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the implant is 

22 
is easy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the implant is 

23 
is a good way to prevent pregnancy 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the implant is 

24 I would recommend the implant to a 
friend 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the implant is 

25 The implant insertion would not be a 
problem 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

I do not know what 
the implant is 

        

26 Have you become pregnant since joining the 
study? 

Yes No Not married   

27  
Did you want to become pregnant during the 

study? 

Yes No Not sure Not married  

28 Have you had a termination (abortion) since 
joining the study? 

Yes No Not married   

29 

What method of contraception have you used 
during the study (check all that apply)? 

 
None 

Injection Male condom IUD Not 
married 

Implant 
 

Pill Female condom Calendar-
based 

method 

LAM 

Withdrawal 
 

Patch Ring Other 
method 

 

30 How many times have you attended a sexual 
health service since you joined the study 4 

months ago? 

0 1 2+   

31 How many messages did you read? 
 

All Most Some  None  

32 Did you stop the messages? 
 

Yes No    

33 Do you know anyone else in the study? Yes No    

34 
Did they read the messages that we sent you? 

Yes No I do not know 
anyone in the 

study 

  

35 
Did you read the messages that we sent them? 

Yes No I do not know 
anyone in the 

study 

  

36 Have you experienced physical violence since 
being in the study? 

Yes No    

37 Did anything good or bad happen as a result of 
receiving the messages? If so, please summarise 

here: 

 

        

38 
 

Hormonal contraception is more effective at 
preventing pregnancy than condoms alone 

Disagree Agree Do not know   

39  
The pill is taken once a month 

Disagree Agree Do not know   

40  Disagree Agree Do not know   
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The IUD lasts for 6 months 

41 The injection is given once a year 
 

Disagree Agree Do not know   

42 The implant can stay under the skin for 10 years 
 

Disagree Agree Do not know   

43 I know where to go to get contraception 
 

Disagree Agree Do not know   

 
If you are not married, please imagine that you are and try to answer the following questions: 

 

44 My friends would use the pill, IUD, injection or 
implant if they wanted to prevent pregnancy. 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

45 My friends would talk to their husband about 
contraception if they wanted to prevent a 

pregnancy. 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

       

46 If you wanted to use the pill, IUD, injection or 
implant, how easy would it be for you to use it? 

Very difficult Difficult Not sure Easy Very 
easy 

47 If you wanted to talk to your husband about 
contraception, how easy would it be for you to 

talk to him? 

Very difficult Difficult Not sure Easy Very 
easy 

       

48 If you wanted to use the pill, IUD, injection or 
implant, how certain are you that you could use 

it? 

Very certain 
I could not 

Certain I 
could not 

Not sure Certain I 
could 

Very 
certain I 

could 

49 If you wanted to talk to your husband about 
contraception, how certain are you that you 

could talk to him? 

Very certain 
I could not 

Certain I 
could not 

Not sure Certain I 
could 

Very 
certain I 

could 

       

50 
I intend to use the pill, IUD, injection or implant 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

 
 

 

MALE follow-up questionnaire  
 

 Thank you very much for taking part in the study.  Now it is time to complete the final questionnaire. Please be as 
honest as possible. All of your answers will remain confidential. 

1 

What method of contraception is your wife using now 
(check all that apply)? 

 
None 

Injection Male 
condom 

IUD Not 
married 

Implant 
 

Pill Female 
condom 

Calendar-
based 

method 

LAM 

Withdrawal 
 

Patch Ring Other 
method 

 

2 

Where did your wife get this method? 

Not married Not using 
a method 

Reproductive 
health center 

Health 
center 

 

Drugstore NGO I do not 
know 

  

3  
Do you want a pregnancy now? 

Yes No Not sure Not 
married 

 

  
 Using the pill…       

4 
causes infertility 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the pill is 
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5 
causes unwanted side-effects 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the pill is 

6 
is easy 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the pill is 

7 
is a good way to prevent pregnancy 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the pill is 

8 I would recommend the pill to a 
friend 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the pill is 

  
Using the IUD… 

      

9 
causes infertility 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the IUD is 

10 
causes unwanted side-effects 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the IUD is 

11 
is easy 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the IUD is 

12 
is a good way to prevent pregnancy 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the IUD is 

13 I would recommend the IUD to a 
friend 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the IUD is 

14 The IUD insertion would not be a 
problem 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the IUD is 

  
Using the injection… 

      

15 
causes infertility 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the injection is 

16 
causes unwanted side-effects 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the injection is 

17 
is easy 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the injection is 

18 
is a good way to prevent pregnancy 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the injection is 

19 I would recommend the injection to 
a friend 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the injection is 

  
Using the implant… 

      

20 
causes infertility 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the implant is 

21 
causes unwanted side-effects 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the implant is 

22 
is easy 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the implant is 

23 
is a good way to prevent pregnancy 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the implant is 

24 I would recommend the implant to a 
friend 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the implant is 

25 The implant insertion would not be a 
problem 

Strongly 
disagree 

Disagree Not sure Agree Strongly agree I do not know what 
the implant is 

        

26 Has your wife become pregnant since joining this study? Yes No Not married   

27  
Did she want to become pregnant during the study? 

Yes No Not sure Not 
married 

 

28 Has your wife had a termination (abortion) since joining the 
study? 

Yes No Not married   
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29 

What method of contraception has your wife used during 
the study (check all that apply)? 

 
None 

Injection Male 
condom 

IUD Not 
married 

Implant 
 

Pill Female 
condom 

Calendar-
based 

method 

LAM 

Withdrawal 
 

Patch Ring Other 
method 

Unsure 

30 How many times have you attended a sexual health service 
since you joined the study 4 months ago? 

0 1 2+   

31 How many messages did you read? 
 

All Most Some  None  

32 Did you stop the messages? 
 

Yes No    

33 Do you know anyone else that took part in the study? 
 

Yes No  

34 
Did they read the messages that we sent you? 

Yes No I do not know 
anyone in the 

study 

35 
Did you read the messages that we sent them? 

Yes No I do not know 
anyone in the 

study 

36 Have you experienced physical violence since being in the 
study? 

Yes No  

37 Did anything good or bad happen as a result of receiving the 
messages? If so, please summarise here: 

   

        

38 Hormonal contraception is more effective at preventing 
pregnancy than condoms alone 

Disagree Agree Do not know   

39 
 

 
The pill is taken once a month 

Disagree Agree Do not know   

40  
The IUD lasts for 6 months 

Disagree Agree Do not know   

41  
The injection is given once a year 

Disagree Agree Do not know   

42  
The implant can stay under the skin for 10 years 

Disagree Agree Do not know   

43  
I know where to get contraception 

Disagree Agree Do not know   

 
If you are not married, please imagine that you are and try to answer the following questions: 

 

44 My female friends would use the pill, IUD, injection or 
implant if they wanted to prevent pregnancy. 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

45 My friends would talk to their wife about contraception if 
they wanted to prevent a pregnancy. 

Strongly 
disagree 

Disagree Not sure Agree Strongly 
agree 

       

46 If you wanted to talk to your wife about contraception, how 
easy would it be for you to talk to her? 

Very difficult Difficult Not sure Easy Very 
easy 

       

47 
If you wanted to talk to your wife about contraception, how 

certain are you that you could talk to her? 

Very certain 
I could not 

Certain I 
could not 

Not sure Certain I 
could 

Very 
certain I 

could 
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Appendix 3. Consort diagram 
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Appendix 4. Shell tables 
 

Baseline characteristics   Intervention 
(N = ) 
n (%) 

Control 
(N = ) 
n (%) 

All participants 
(N = ) 
n (%) 

Age mean [sd]    

16-19    

20-24    

Gender female    

male    

Marital status married    

not-married    

Number of children 0    

1    

2 or more    

Ethnicity Tajik     

Russian    

Uzbek    

other    

Occupation school     

university    

working    

training    

parent    

not working    

university & 
working 

   

Highest level of 
education completed 

primary    

secondary    

university    

other    

Current pregnancy 
intention 
(‘Do you want a 
pregnancy now?) 

yes    

no    

unsure    

not married    

Baseline method none    

male condom    

IUD    

not married    

LAM    

other    

At least one effective 
method is acceptable 

yes    

no    
Pill acceptability yes    

no    

IUD acceptability yes    

no    

Injection acceptability yes    

no    

Implant acceptability yes    

no    

LARC acceptability yes    

no    
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Baseline characteristics Primary outcome completers Primary outcome non-completers All participants 

  Intervention 
(N = ) 
n (%) 

Control 
(N = ) 
n (%) 

Intervention 
(N = ) 
n (%) 

Control 
(N = ) 
n (%) 

Intervention 
(N = ) 
n (%) 

Control 
(N = ) 
n (%) 

Age mean [sd]       

16-19       

20-24       

Gender female       

male       
Marital status married       

not-married       

Number of children 0       

1       

2 or more       

Ethnicity Tajik        

Russian       

Uzbek       

other       

Occupation school        

university       

working       

training       

parent       

not working       

university & working       

Highest level of 
education completed 

primary       

secondary       

university       

other       

Current pregnancy 
intention 
(‘Do you want a 
pregnancy now?) 

yes       

no       

unsure       

not married       

Baseline method none       
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Baseline characteristics Primary outcome completers Primary outcome non-completers All participants 

  Intervention 
(N = ) 
n (%) 

Control 
(N = ) 
n (%) 

Intervention 
(N = ) 
n (%) 

Control 
(N = ) 
n (%) 

Intervention 
(N = ) 
n (%) 

Control 
(N = ) 
n (%) 

male condom       

IUD       

not married       

LAM       

other       

At least one effective 
method is acceptable 

yes       

no       

Pill acceptability yes       

no       

IUD acceptability yes       

no       

Injection acceptability yes       

no       

Implant acceptability yes       

no       

LARC acceptability yes       

no       
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Primary outcome 
 

Intervention  
(N = ) 
n (%) 

Control  
(N = ) 
n (%) 

Odds ratio (p-value, 95% CI) 

At least one effective 
method is 
acceptable* 

no    

yes   

*adjusted for pregnancy intention, gender, age, education level and acceptability at baseline 
 
 
 

 
Secondary outcomes   

Intervention  
(N = ) 
n (%) 

Control  
(N = ) 
n (%) 

Odds ratio 
 (p-value, 95% CI) 

Use of effective* 
contraception 

yes    

no   

Pill acceptability** yes    

no   

IUD acceptability** yes    

no   

Injection 
acceptability** 

yes    

no   

Implant 
acceptalility** 

yes    

no   

Effective 
contraceptive use 
during the 4 months* 

yes    

no   

Service uptake* 0    

1+   

Unintended 
pregnancy* 

yes    

no   
Induced abortion* yes    

no   

*adjusted for pregnancy intention, gender, age, education level and acceptability at baseline 
**adjusted for adjusted for pregnancy intention, gender, age, education level and the corresponding method 
acceptability at baseline  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



20 
 

Analysis of the primary 
outcome by pre-specified 
subgroups 

Intervention 
(N = ) 
n (%) 

Control 
(N = ) 
n (%) 

 Odds ratio 
(95% CI) 

Interaction 
p-value 

Gender female      

male    

Age (split at 
median) 

16-x     

x-24    

Marital status  
 

married     

not-married    

Number of 
children 

0     

1 or more    

Ethnicity  other     

Tajik    

Occupation other     

in education    

Education level other     

university    

Wants to avoid 
a pregnancy 

other     

yes     

 1  
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Process outcomes 

Intervention  
(N = ) 
n (%) 

Control 
(N = ) 
n (%) 

Measure of effect 
(p-value, 95% CI) 

 
Knowledge of effective contraception  

 

 
Mean [sd] 

 
Mean [sd] 

mean 
difference 

 

My friends would use 
the pill, IUD, injection or 
implant if they wanted 
to prevent pregnancy 

strongly disagree    
 
OR=  

 

disagree   

not sure   

agree   

strongly agree   

My friends would talk to 
their husband/wife 
about contraception if 
they wanted to prevent 
a pregnancy 

strongly disagree     

disagree   

not sure   

agree   

strongly agree   

If you wanted to use the 
pill, IUD, injection or 
implant, how easy would 
it be for you to use it? 
(women only) 

very difficult   OR=  

difficult   

not sure   

easy   

very easy   

If you wanted to talk to 
your husband/wife 
about contraception, 
how easy would it be for 
you to talk to him/her? 

very difficult   OR=  

difficult   

not sure   

easy   

very easy   

If you wanted to use the 
pill, IUD, injection or 
implant, how certain are 
you that you could use 
it? (women only) 

very certain I could not   OR=  

certain I could not   

not sure    

certain I could   

very certain I could   

If you wanted to talk to 
your husband/wife 
about contraception, 
how certain are you that 
you could talk to 
him/her? 

very certain I could not   OR=  

certain I could not   

not sure    

certain I could   

very certain I could   

I intend to use the pill, 
IUD, injection or implant 

strongly disagree    
 
OR=  

 

disagree   

not sure   

agree   

strongly agree   

Intention to use the pill, IUD, injection, implant or 
patch 

   
OR= 

 

Number of messages 
read 

all   
 
n/a 

 
 
n/a 

 
 
n/a 

most   

some   

none  

Proportion of intervention participants that 
stopped the intervention 

  
n/a 

 
n/a 

 
n/a 
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