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Abstract 

Objectives We assessed the effect of emotional content on the extent to which online videos 

are shared among health professionals. 

Setting We conducted a two-arm randomised controlled trial. We sent a link to one of two 

videos by email to participants asking them to watch the video and forward it to their 

colleagues.  

Participants Health professionals and researchers (obstetrics, gynaecology and midwifery) with 

an email address apart from those in countries where the access to YouTube is banned were 

included. We estimated that 7000 participants were required.  

Interventions We compared two online videos providing background information about the 

WOMAN trial. The videos were the same length and had the same content. However, the 

intervention video had more emotional impact than the control video.  

Outcome measures The primary outcome was video sharing and secondary outcome was views 

generated by participants. We conducted a chi-square test for the primary outcome and t-test 

for the secondary outcome. 

Results We allocated 8353 email addresses, 4178 to the intervention video and 4175 to the 

control. Of these, 221 (5.3%) watched the intervention video and 215 (5.1%) watched the 

control. In the intervention group, 44 (1.1%) forwarded the video and 37 (0.9%) in the control 

group (RR 1.2 [95%CI 0.8 to 1.8] p=0.44). Mean number of views generated by participants 

allocated to the intervention video was 0.04 and the control video was 0.03 (mean difference 

0.01 [95% CI -0.02 to 0.04] p=0.53). 
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Conclusions We found no strong evidence that emotional content increased forwarding 

because the trial had low power due to the low video watching rate and the small number of 

outcome events. We learnt from this trial that a key challenge for online dissemination is 

ensuring recipients watch the video. 

Trial registration number NCT02109159; results. 

 

Strengths and limitations of this study  

� Ours is the first trial to examine the effect of emotional content on video sharing among 

health professionals. 

� As there was no way to detect email forwarding or video sharing precisely, there was a 

chance of misclassification in the outcome assessment and sharing might have been over 

or under-estimated. 

�  We took other possible scenarios for detecting video sharing into account in sensitivity 

analyses using different types of data.  

� We learnt from this trial that when disseminating an online video by email, only a small 

group of people watch the video. Hence, dissemination via email might be inefficient unless 

a better way is developed to improve video viewing rate.  
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Introduction 

Research results with important implications for public health must be disseminated widely. 

However, current dissemination strategies such as continuing medical education and the 

distribution of clinical guidelines do not achieve rapid global dissemination. The internet 

provides opportunities for rapid dissemination at low cost, especially if recipients share 

information online. Brief online videos could help doctors to keep up to date and draw their 

attention to new evidence. Because person-to-person sharing accounts for nearly half of the 

view counts of newly uploaded videos[1], understanding why people share online content is 

important.  

 

A strong emotional narrative is believed to promote information sharing[2]. A randomised trial 

of the effect of emotional content on online sharing by university students found that strong 

emotions, such as happiness or anger increased sharing. However, our systematic search failed 

to identify any trials in health professionals. We conducted a randomised trial of the effect of 

emotional content on video sharing among health professionals and researchers.  

 

Methods 

Study design 

The DIFFUSION (Disseminating Findings Fast Using Online videos) trial is a two-arm randomised 

trial. We compared two online videos providing background information about the WOMAN 

trial, a large international trial of tranexamic acid in postpartum haemorrhage. The videos were 

the same length (approximately 2·5 minutes) and had the same content. However, the 
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intervention video had more emotional impact (an interview with a postpartum haemorrhage 

survivor and her husband) than the control video (the interviewer describes their experience). A 

difference in the emotion impact of the videos had been established in a cross-over trial (see 

additional file 1). The videos were uploaded on YouTube and the trial was conducted online. 

This study was approved by the ethics committee of the London School of Hygiene & Tropical 

Medicine (reference number 8850). The study is registered as Clinicaltrials.gov NCT02109159 

and the protocol was submitted prior to the start of this study. 

 

Sample size estimate 

We estimated that 10% of emails would be forwarded[3–7]. In the pilot phase of this trial, we 

found that only 14% of those to whom we sent the email watched the videos. On the basis of 

these proportions, we estimated that a study of 7000 participants would have 90% power to 

detect a 7.5% difference in forwarding at the 5% level of significance. 

 

Participants 

Health professionals and researchers (obstetrics, gynaecology and midwifery) with an email 

address apart from those in countries where the access to YouTube is banned (China[8], Iran[9], 

Pakistan[10], Turkmenistan[11]) were included. Three trial assistants screened obstetrics and 

gynaecology and midwifery journals published between 2013 and August 2014 for author email 

addresses. We also included health professionals who had expressed an interest in joining the 

WOMAN trial.  
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Randomisation and masking 

Eligible email addresses were assigned sequential identification numbers (ID numbers). An 

independent statistician, who was masked to the email addresses, allocated the ID numbers to 

the intervention or control group using a computer-generated allocation sequence (1:1 

randomisation). Outcome assessment and data analysis was also masked to the names and 

email addresses of participants. 

 

Procedures 

We sent participants an email message with a link to the allocated video. We invited them to 

watch the video and to forward it to their colleagues if they found it helpful. We prepared a 

computer programme to monitor access to the videos. We used a mass email service, 

Campaign Monitor to send the emails to participants. It allowed us to send personalised emails 

simultaneously to a large number of recipients.  

 

Outcomes 

The primary outcome was video sharing. The secondary outcome was views generated from 

video sharing by each participant.  

Participants received an email with a link to the allocated video. The last digits of the link were 

their ID numbers. The computer programme recorded access to the videos by ID numbers. The 

links were the only way to access the videos, so if the participants wanted to share the video, 

they needed to share the link. If the participant shared the personalised link and the person 
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who received it clicked the link to watch the video, the access was recorded with the same ID 

number. 

 

Each device connected to the internet has an IP address. Using IP address, we are able to 

identify the device from which the user accessed the video. We defined “access by a unique 

individual”, using data of IP address collected by the computer programme. We recognised 

access with different IP addresses as those from different individuals. If the IP addresses were 

the same, we counted the access as those from the same individual. 

 

We judged that the video was shared by participants if there was multiple access to the video 

from the same ID number by more than one unique individual using the data collected by the 

computer programme. As for the secondary outcome, we counted the number of views from 

unique individuals with the same ID number. 

 

The number of views which mainly resulted from video sharing declines toward zero within 14 

days of upload[1]. Therefore, we used the data collected until 15
th

 day of sending the email for 

the analyses.  

 

Statistical analysis 

We conducted intention-to-treat (allocated video) and per-protocol (viewed video) analyses. 

We used a standard chi-squared test as the primary test of statistical significance of the effect 

of the intervention on video sharing and calculated risk ratio with 95% confidence intervals 
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(CIs). We conducted a t-test and a Mood’s median test[12] to test the statistical difference in 

the mean and median of the number of views generated as a result of video sharing by each 

participant respectively. 
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Results 

We randomised 8353 email addresses, 4178 to the intervention and 4175 to the control video. 

Emails were sent on 20/11/2014 and data were collected until 04/12/2014. A total of 221 

(5·3%) intervention participants watched the video and 215 (5·2%) control participants. Figure 1 

shows the trial profile. The baseline characteristics were balanced between intervention and 

control participants (Table 1). 

Figure 1 Flow diagram of participants 

Table 1. Baseline data – all participants randomised and those who watched the videos 

 Intervention video Control video 

All participants randomised 4178 4175 

Country   

    Low income countries 464 (11·1%) 457 (11·0%) 

    Lower-middle income countries 934 (22·4%) 844 (20·2%) 

    Upper-middle income countries 507 (12·1%) 543 (13·0%) 

    High income countries 2273 (54·4%) 2331 (55·8%) 

Source of contact   

    WOMAN trial contact list 1308 (31·3%) 1263 (30·3%) 

    Journals 2870 (68·7%) 2912 (69·8%) 

   

Participants who watched the video 221/4178(5·3%) 215/4175 (5·2%) 

Country   
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    Low income countries 41 (18·6%) 29 (13·5%) 

    Lower-middle income countries 67 (30·3%) 58 (27·0%) 

    Upper-middle income countries 26 (11·8%) 34 (15·8%) 

    High income countries 87 (39·4%) 94 (43·7%) 

Source of contact   

    WOMAN trial contact list 102 (46·2%) 89 (41·4%) 

    Journals 119 (53·9%) 126 (58·6%) 

 

In the intervention group, 1.1% (44/4178) of those who were randomised shared the video, and 

0.9% (37/4175) of those who were randomised shared the control video (RR 1·2 [95%CI 0·8 to 

1·8], p=0·44). In the intervention group, 19.9% (44/221) of those who watched the video shared 

it, and 17.2% (37/215) of those who watched the control video shared it (1·2 [0·8 to 1·7], 

p=0·47). Table 2 summarises the results. 

 

Table 2. Number of sharing 

Intervention video Control video Risk ratio 

(95%CI) 

P-value 

Shared/allocated (ITT) 44/4178 (1·1%) 37/4175 (0·9%) 1·2 (0·8 to 1·4) 0·44 

Shared/watched (PP) 44/221(19·9%) 37/215 (17·2%) 1·2 (0·8 to 1·7) 0·47 
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The average number of views generated as a result of video sharing by the participants in the 

intervention group was 0·04 (95%CI 0·01 to 0·07) and by those in the control group was 0·03 

(0·01 to 0·05). The difference between the two groups was 0·01 (-0·02 to 0·04, p=0·53). The 

average number of views generated by the participants who watched the intervention video 

was 0·7 (0·2 to 1·2) and by those who watched the control video was 0·5 (0·2 to 0·9). The 

difference between the two groups was 0·2 (-0·5 to 0·8, p=0·56). The median number of views 

was zero in both groups. Table 3 summarises the results. 

 

Table 3. Mean number of views generated 

  Intervention video 

(95%CI) 

Control video 

(95%CI) 

Difference 

(95%CI) 

P-value 

Mean of views (ITT) 

0.04 

(0.01 to 0.07) 

0.03 

(0.01 to 0.05) 

0.01 

(-0.02 to 0.04) 

0.53 

Mean of views (PP) 

0.7 

(0.2 to 1.2) 

0.5 

(0.2 to 0.9) 

0.2 

(-0.5 to 0.8) 

0.56 

 

Figure 2 presents the distribution of the number of views generated by participants. Most 

participants did not share the video. The histograms do not include those who did not share the 

videos.  

Figure 2 Distribution of the number of views each participant generated 
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Discussion 

There was no significant difference in forwarding between the videos. Because only 5% of 

participants watched the videos, the number of outcome events (forwarding) was low and the 

trial had low power. However, absence of evidence is not evidence of absence and further 

studies are needed to confirm or refute an effect on sharing. 

 

Ours is the first trial to examine the effect of emotional content on video sharing among health 

professionals. Participants were randomised and allocation was well concealed. As there was 

no way to detect email forwarding or video sharing precisely, we defined “access by an 

individual” as “access from a different IP address” for the outcome assessment. However, this 

raised the risk of misclassification in the outcome assessment as the same person could access 

the video from different devices (e.g. computer and smartphone). Another issue is that we 

cannot always identify different devices from IP addresses because some organisations have 

only group IP address open to public but not individual IP address. There were different 

possible scenarios but we could not confirm which case each access was. Therefore, sharing 

might have been over or under-estimated. In the main analysis, we selected the most likely 

scenario, which was that each participant watched the video from only one device and their IP 

address represented the individual device but not the organisation. We took other possible 

scenarios into account in sensitivity analyses using data of the type of device and time of access 

collected by the computer programme (see additional file 2).  
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We learnt from this trial that when disseminating an online video by email, only a small group 

of people watch the video. Hence, dissemination via email might be inefficient unless a better 

way is developed to improve video viewing rate. Before conducting the trial, the email was 

considered to be merely a tool to deliver the videos. However, it turned out to be a very 

important aspect of the ability to carry out and thus assess the intervention, since the number 

of people who opened the email and clicked on the link affected how many people received the 

intervention.  

 

To obtain a more precise estimate of the effect of an emotional online video on sharing, 

another RCT with a sufficient number of people who watch the videos is required. As we learnt 

from this trial, increasing video viewing rate is difficult. To improve the video viewing rate when 

conducting another trial using emails, we need to explore factors in email subject lines and 

main texts that encourage recipients to open it and click the link. A study to test the association 

between email contents and the email opening and link clicking rates is therefore required. 
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Ethics approval and consent to participate 

This study received ethical committee approval from the London School of Hygiene & Tropical 

Medicine (reference number 8850). This study is registered as Clinicaltrials.gov NCT02109159. 

Participants are not patients, they are not vulnerable and which of the two links they receive will have 

no adverse impact on any aspect of their health or well-being. They can exercise their autonomy by 

deleting the message, watching the video, not watching the video, or whatever they want. Therefore, 

we concluded that it was ethical not to tell individuals that we will assess the extent to which the two 

different videos and watched and forwarded using publicly available anonymous data and there was no 

need to obtain consent to participate.  
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Figure 1 Flow diagram of participants  
 

218x128mm (96 x 96 DPI)  
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Figure 2 Distribution of the number of views each participant generated  
 

106x77mm (96 x 96 DPI)  
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Additional file 1: 

A cross over trial to validate the difference in the level of emotion of intervention videos 

Background 

We conducted a cross-over trial to examine the difference in the level of emotion that two 

videos aroused and ensure that the intervention video had more emotional content than the 

control video that were used in the main trial.  

 

Methods 

We randomly allocated participants to different orders to watch the two videos. Group 1 

watched the control video first and the intervention video second. Group 2 watched the 

intervention video first. we asked the participants to score the level of emotion they felt 

while/after watching the videos using a nine point Likert scale (0 is none and 8 is strongest) for 

each of five different types of emotion: happiness, interest, relief, surprise and tension.  We 

used a paired t-test as the primary test of statistical significance of the difference in emotion 

the two videos aroused. We also conducted a t-test to compare the mean of score difference 

for each of the five emotions between the two groups and examined the effect of order to 

watch the videos on the evaluation of emotions.  

 

Results 

We randomised a total of 58 participants, who were researchers and research degree students 

at the London School of Hygiene & Tropical Medicine. All of them watched and evaluated both 

videos. One person was randomised, but withdrew because she did not have the internet 
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access in order to watch the videos. She watched neither of the videos. There were no 

additional withdrawals apart from this participant. All the other participants evaluated both 

videos. 

 

Table 1 presents the average emotion scores for the intervention video and control videos.  

Table 1 Average score for five emotions 

Variable 

Intervention video 

(95% CI) 

Control video 

(95% CI) 

Difference 

(95% CI) P-value 

Happiness 3.9 (3.2 – 4.6) 2.8 (2.2 – 3.4) 1.1 (0.4 – 1.8) <0.01 

Interest 6.0 (5.6 – 6.5) 5.0 (4.5 - 5.5) 1.0 (0.4 – 1.7) <0.01 

Relief 4.8 (4.1 – 5.5) 4.4 (3.8 – 5.1) 0.4 (-0.5 – 1.2) 0.41 

Surprise 2.8 (2.2 – 3.3) 1.9 (1.5 – 2.4) 0.8 (0.1 – 1.5) 0.02 

Tension 3.7 (3.1 – 4.3) 3.2 (2.6 – 3.8) 0.5 (-0.4 – 1.3) 0.26 

 

The intervention video aroused stronger emotions than the control video. Three out of five 

emotions in the intervention video scored approximately one point higher than the control 

video. This is more than a 10% increase in the level of emotion. Interest was the strongest 

emotion in the intervention video and showed the second largest difference between the two 

videos (intervention video: 6.0 points [95%CI 5.6 – 6.5], control video: 5.0 points [4.5 to 5.5], 

difference: 1.0 point [0.4 to 1.7], p<0.01). The scores for happiness were also high showing the 

largest difference between videos (3.9 points [3.2 to 4.6], 2.8 points [2.2 to 3.4], 1.1 points [0.4 

to 1.8], p<0.01). The scores for surprise were the lowest among the five emotions but showed 

the third largest difference (2.8 points [2.2 to 3.3], 1.9 points [1.5 to 2.4], 0.8 points [0.1 to 1.5], 
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p=0.02). There was less of a difference in relief (4.8 points [4.1 to 5.5], 4.4 points [3.8 to 5.1], 

0.4 points [-0.5 to 1.2], p=0.41) and tension (3.7 points [3.1 to 4.3], 3.2 points [2.6 to 3.8], 0.5 

points [-0.4 to 1.3], p=0.26). Overall, the intervention video scored higher in all types of 

emotion (figure 1) providing some evidence that the intervention video aroused more emotion 

than the control video. 

 

Figure 1 Scores for five emotions in the intervention and the control videos 

 

The t-test did not show strong evidence that the order of watching the videos impacted on the 

evaluation of the emotions. However, figure 2 shows bigger difference between group 1 and 2 

in the mean of score difference between the intervention video and the control video for relief 

(mean difference in group 1: 0.5 points [-0.6 to 1.7], group 2: 0.1 point [-1.3 to 1.6], p=0.65) and 

tension (0.7 points [-0.5 to 1.9], 0.2 points [-1.1 to 1.4], p=0.54).  

 

Figure 2 Results of the analyses for the five emotions 

 

Conclusion 

This implies that the participants who watched the control video first might have felt relief and 

tension more strongly than those who watched the intervention video first. 
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Additional file 2: 

Sensitivity analyses 

Background 

It was critical for the outcome assessment in the DIFFUSION trial to identify access to the 

video by a unique individual. However, it was impossible to distinguish access by the same 

person from access by a different person. Therefore, we created our own definition of 

‘access by a unique individual’. There were different patterns of definition and the 

outcome varied according to the pattern. The estimate of the intervention effect also 

varied based on the number of outcome events. Therefore, we conducted sensitivity 

analyses to see the range that the effect varied using two different definitions of an access 

by a unique individual: most conservative definition and most liberal definition. 

 

Methods 

The outcome was determined using the data from the four categories collected by the 

computer programme we prepared: ID number, IP address, type of device and date and 

time of access.  

 

We estimated the possible largest effect of the intervention and the difference in the 

outcome between the two groups using the most liberal definition of sharing. Likewise, 

we estimated the possible smallest effect of the intervention and the difference in the 

outcome between the two groups using the most conservative definition. 
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Outcomes 
Primary outcome: video sharing 

 

Secondary outcome: number of views generated as a result of video sharing by each 

participant 

 

Figure 1 shows different patterns of data from different categories. With the most liberal 

definition, we counted all as access by different persons (② in figure 1). With the most 

conservative definition, we counted it as access by different persons only if the data of IP 

address, date and time and type of device were all different (③ in figure 1). 

 
Figure 1 Different patterns of data and definition of access 

①main analyses: pattern 1 - 4 defined as “access by the same person” and patterns 5 – 8 
defined as “access by different persons” 
②most liberal (sensitivity analyses): all patterns defined as “access by different persons” 
③most conservative (sensitivity analyses): pattern 1 – 7 defined as “access by the same 
person” and only pattern8 defined as “access by different persons” 

 

Data analyses 

We conducted intention-to-treat (allocated video) and per-protocol (viewed video) 

analyses. We used a standard chi-squared test as the primary test of statistical significance 

of the effect of the intervention on video sharing and calculated risk ratio with 95% 

confidence intervals (CIs). We conducted a t-test and a Mood’s median test12 to test the 

statistical difference in the mean and median of the number of views generated as a result 

of video sharing by each participant respectively. 
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Results 

Primary outcome 

Based on the most conservative definition of sharing, we found that 18 (0.4%) out of 4,178 

participants who were allocated to the intervention group shared the video, and 18 (0.4%) 

out of 4,175 participants who were randomised to the control group shared the video (RR 

1.0 [95%CI 0.5 to 1.9], p=0.998). Based on the most liberal definition of sharing, we found 

that 62 (1.5%) participants in the intervention group and 62 (1.5%) participants in the 

control group shared the videos (1.0 [0.7 to 1.4], p=0.997). The effect of the emotional 

content on sharing did not vary based on an intention-to-treat (ITT) analysis. 

 

Based on the most conservative definition of sharing, 18 (8.1%) out of 221 participants 

who watched the intervention video shared it and 18 (8.4%) out of 215 participants who 

were randomised to the control video shared it (RR 0.97 [95%CI 0.5 to 1.8], p=0.93). Based 

on the most liberal definition of sharing, 62 (28.1%) participants in the intervention group 

shared the videos and 62 (28.8%) participants in the control group (0.97 [0.7 to 1.3], 

p=0.86). The effect of the emotional content on sharing again did not vary based on the 

per-protocol (PP) analysis. Table 1 summarises the results. 
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 Table 1. Results of sensitivity analyses: video sharing 

Intervention video Control video 

Relative risk 

(95%CI) P-value 

Shared/allocated (ITT)    

Most conservative 18/4178 (0.4%) 18/4175 (0.4%) 1.0 (0.5 to 1.9) 0.998 

Most liberal 62/4178 (1.5%) 62/4175 (1.5%) 1.0 (0.7 to 1.4) 0.997 

Shared/watched (PP)    

Most conservative 18/221 (8.1%) 18/215 (8.4%) 0.97 (0.5 to 1.8) 0.93 

Most liberal 62/221 (28.1%) 62/215 (28.8%) 0.97 (0.7 to 1.3) 0.86 

 

Secondary outcome 

Based on the most conservative definition of sharing, the average number of views 

generated by the participants in the intervention group was 0.02 (95%CI 0.003 to 0.03) 

and by those in the control group was 0.01 (0.003 to 0.02). The difference between the 

two groups was 0.01 (-0.008 to 0.02, p=0.39). Based on the most liberal definition of 

sharing, the average number of views generated by the participants in the intervention 

group was 0.06 (0.02 to 0.09) and by those in the control group was 0.04 (0.02 to 0.06). 

The difference between the two groups was 0.02 (-0.03 to 0.06, p=0.44). The difference in 

the number of views generated by participants varied from 0.01 to 0.02 based on the ITT 

analyses. 

 

The average number of views generated as a result of video sharing by those who 

watched the intervention video was 0.3 (0.06 to 0.5) and by participants who watched the 
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control video was 0.2 (0.06 to 0.3) based on the most conservative definition of sharing. 

The difference between the two groups was 0.1 (-0.2 to 0.4, p=0.41). The average number 

of views generated by those who watched the intervention video was 1.1 (0.4 to 1.8) and 

by participants who watched the control video was 0.8 (0.3 to 1.2) based on the most 

liberal definition of sharing. The difference between the two groups was 0.3 (-0.05 to 1.1, 

p=0.47). The difference in the average number of views generated by each participant 

ranges from 0.1 to 0.3 based on the PP analyses. 

 

Table 2 summarises the results. Figure 2 and 3 show the distribution of the number of 

views generated by participants based on the most conservative definition and the most 

liberal definition respectively. Participants who did not share the videos are not included 

in the histogram. 

 

Figure 2 Distribution of the number of views each participant generated 
(based on the conservative definition of sharing) 

 
Figure 3 Distribution of the number of views each participant generated 

(based on the liberal definition of sharing) 

 

Table 2. Results of sensitivity analyses: mean number of views generated 

  Intervention video 

(95%CI) 

Control video 

(95%CI) 

Difference 

(95%CI) P-value 

Mean of views (ITT)      

Most conservative 0.02 0.01 0.006 0.39 
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Conclusion 

When we analysed the data obtained based on most conservative and liberal definitions, 

the number of outcome events became the same in both groups on ITT basis and PP basis. 

Hence, relative risks were one or very close to one. This sensitivity analysis showed that 

the number of outcome events varied between most conservative and liberal definitions, 

but the effect size did not. 

 

(0.003 to 0.03) (0.003 to 0.02) (-0.008 to 0.02) 

Most liberal 
0.06 

(0.02 to 0.09) 

0.04 

(0.02 to 0.06) 

0.02 

(-0.03 to 0.06) 
0.44 

Mean of views (PP)      

Most conservative 
0.3 

(0.06 to 0.5) 

0.2 

(0.06 to 0.3) 

0.1 

(-0.2 to 0.4) 
0.41 

Most liberal 
1.1 

(0.4 to 1.8) 

0.8 

(0.3 to 1.2) 

0.3 

(-0.5 to 1.1) 
0.47 
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CONSORT 2010 checklist of information to include when reporting a randomised trial* 
 

Section/Topic 
Item 
No Checklist item 

Reported 
on page No 

Title and abstract 

 1a Identification as a randomised trial in the title 1 

1b Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for abstracts) 2-3 

Introduction 

Background and 

objectives 

2a Scientific background and explanation of rationale 4 

2b Specific objectives or hypotheses 4 

Methods 

Trial design 3a Description of trial design (such as parallel, factorial) including allocation ratio 4-6 

3b Important changes to methods after trial commencement (such as eligibility criteria), with reasons N/A 

Participants 4a Eligibility criteria for participants 5 

4b Settings and locations where the data were collected 6 

Interventions 5 The interventions for each group with sufficient details to allow replication, including how and when they were 

actually administered 

4-5 

Outcomes 6a Completely defined pre-specified primary and secondary outcome measures, including how and when they 

were assessed 

6-7 

6b Any changes to trial outcomes after the trial commenced, with reasons N/A 

Sample size 7a How sample size was determined 5 

7b When applicable, explanation of any interim analyses and stopping guidelines N/A 

Randomisation:    

 Sequence 

generation 

8a Method used to generate the random allocation sequence 6 

8b Type of randomisation; details of any restriction (such as blocking and block size) 6 

 Allocation 

concealment 

mechanism 

9 Mechanism used to implement the random allocation sequence (such as sequentially numbered containers), 

describing any steps taken to conceal the sequence until interventions were assigned 

6 

 Implementation 10 Who generated the random allocation sequence, who enrolled participants, and who assigned participants to 

interventions 

6 

Blinding 11a If done, who was blinded after assignment to interventions (for example, participants, care providers, those 6 
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assessing outcomes) and how 

11b If relevant, description of the similarity of interventions 4-5 

Statistical methods 12a Statistical methods used to compare groups for primary and secondary outcomes 7-8 

12b Methods for additional analyses, such as subgroup analyses and adjusted analyses 12 (add. file2) 

Results 

Participant flow (a 

diagram is strongly 

recommended) 

13a For each group, the numbers of participants who were randomly assigned, received intended treatment, and 

were analysed for the primary outcome 

9 

13b For each group, losses and exclusions after randomisation, together with reasons 9 

Recruitment 14a Dates defining the periods of recruitment and follow-up 9 

14b Why the trial ended or was stopped N/A (or 7) 

Baseline data 15 A table showing baseline demographic and clinical characteristics for each group 9-10 

Numbers analysed 16 For each group, number of participants (denominator) included in each analysis and whether the analysis was 

by original assigned groups 

10 

Outcomes and 

estimation 

17a For each primary and secondary outcome, results for each group, and the estimated effect size and its 

precision (such as 95% confidence interval) 

10-11 

17b For binary outcomes, presentation of both absolute and relative effect sizes is recommended 10 

Ancillary analyses 18 Results of any other analyses performed, including subgroup analyses and adjusted analyses, distinguishing 

pre-specified from exploratory 

Add. file 2 

Harms 19 All important harms or unintended effects in each group (for specific guidance see CONSORT for harms) N/A 

Discussion 

Limitations 20 Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of analyses 12-13 

Generalisability 21 Generalisability (external validity, applicability) of the trial findings N/A 

Interpretation 22 Interpretation consistent with results, balancing benefits and harms, and considering other relevant evidence 12 

Other information  

Registration 23 Registration number and name of trial registry 5 

Protocol 24 Where the full trial protocol can be accessed, if available 5 

Funding 25 Sources of funding and other support (such as supply of drugs), role of funders 17 

 

*We strongly recommend reading this statement in conjunction with the CONSORT 2010 Explanation and Elaboration for important clarifications on all the items. If relevant, we also 

recommend reading CONSORT extensions for cluster randomised trials, non-inferiority and equivalence trials, non-pharmacological treatments, herbal interventions, and pragmatic trials. 

Additional extensions are forthcoming: for those and for up to date references relevant to this checklist, see www.consort-statement.org. 
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Abstract 1 

Objectives We assessed the effect of emotional content on the extent to which online videos 2 

are shared among health professionals. 3 

Setting We conducted a two-arm randomised controlled trial. We sent a link to one of two 4 

videos by email to participants asking them to watch the video and forward it to their 5 

colleagues.  6 

Participants Health professionals and researchers (obstetrics, gynaecology and midwifery) with 7 

an email address apart from those in countries where access to YouTube is banned. We 8 

estimated that 7000 participants were required.  9 

Interventions We compared two online videos providing background information about the 10 

WOMAN trial. The videos were the same length and had the same content. However, the 11 

intervention video had more emotional impact than the control video.  12 

Outcome measures The primary outcome was video sharing and the secondary outcome was 13 

views generated by participants. We conducted a chi-squared test for the primary outcome and 14 

t-test for the secondary outcome. 15 

Results We randomly allocated 8353 email addresses, 4178 to the intervention video and 4175 16 

to the control. Of these, 221 (5·3%) watched the intervention video and 215 (5·1%) watched the 17 

control. In the intervention group, 44 (1·1%) forwarded the video compared with 37 (0.9%) in 18 

the control group (RR 1·2 [95%CI 0·8 to 1.8], p=0·44). Mean number of views generated by 19 

participants allocated to the intervention video was 0·04 and the control video was 0·03 (mean 20 

difference 0·01 [95% CI -0·02 to 0·04], p=0·53). 21 
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Conclusions We found no evidence that emotional content increased forwarding. The trial had 1 

low power due to the low video watching rate and the small number of outcome events. A key 2 

challenge for online dissemination is ensuring recipients watch the video. 3 

Trial registration number NCT02109159. 4 

 5 

Strengths and limitations of this study  6 

� Ours is the first trial to examine the effect of emotional content on video sharing among 7 

health professionals. 8 

� As there was no way to detect email forwarding or video sharing precisely, there was a 9 

chance of misclassification in the outcome assessment and sharing might have been over 10 

or under-estimated. 11 

�  We took other possible scenarios for detecting video sharing into account in sensitivity 12 

analyses using different types of data.  13 

� We learnt from this trial that when disseminating an online video by email, only a small 14 

group of people watch the video. Hence, dissemination via email might be inefficient unless 15 

a better way is developed to improve video viewing rate.  16 

17 
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Introduction 1 

Research results with important implications for public health must be disseminated widely. 2 

However, current dissemination strategies such as continuing medical education and the 3 

distribution of guidelines do not achieve rapid global dissemination. The internet provides 4 

opportunities for rapid dissemination at low cost, especially if recipients share information 5 

online. Brief online videos could help doctors to keep up to date and draw their attention to 6 

new evidence. Research on the potential of online videos as a dissemination tool is 7 

emerging.(1,2) Because person-to-person sharing accounts for nearly half of the view counts of 8 

newly uploaded videos,(3) understanding why people share online content is important.  9 

 10 

A strong emotional narrative is believed to promote information sharing.(4–7) A randomised 11 

trial of the effect of emotional content on online sharing by university students found that 12 

strong emotions, such as happiness or anger increased sharing.(8) However, our systematic 13 

search failed to identify any trials in health professionals. We conducted a randomised trial of 14 

the effect of emotional content on video sharing among health professionals and researchers.  15 

 16 

Methods 17 

Study design 18 

The DIFFUSION (Disseminating Findings Fast Using Online videos) trial is a two-arm randomised 19 

trial. We compared two online videos providing background information about the WOMAN 20 

trial, a large international trial of tranexamic acid in postpartum haemorrhage. The videos were 21 

the same length (approximately 2·5 minutes) and had the same content. However, the 22 
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intervention video had more emotional impact (an interview with a postpartum haemorrhage 1 

survivor and her husband) than the control video (the interviewer describes their experience). A 2 

difference in the emotion impact of the videos had been established in a cross-over trial prior 3 

to the DIFFUSION trial (see additional file 1). The videos were uploaded on YouTube and the 4 

trial was conducted online. We sent participants an email message with a link to the allocated 5 

video. We invited them to watch the video and to forward it to their colleagues if they found it 6 

helpful. We prepared a computer programme to monitor access to the videos. We had 7 

previously conducted a pilot trial to test the eligibility of the trial procedure for the main 8 

DIFFUSION trial. Based on the lessons learnt from this pilot trial, we estimated the sample size 9 

and prepared the invitation email. 10 

This study was approved by the ethics committee of the London School of Hygiene & Tropical 11 

Medicine (reference number 8850). The study is registered as Clinicaltrials.gov NCT02109159 12 

and the protocol was submitted prior to the start of this study. 13 

 14 

Sample size estimate 15 

We estimated that 10% of emails would be forwarded.(9–13) In the pilot trial, we found that 16 

only 14% of those to whom we sent the email watched the videos. On the basis of these 17 

proportions, we estimated that a study of 7000 participants would have 90% power to detect a 18 

7·5% difference in forwarding at the 5% level of significance. 19 

 20 

Participants 21 
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Health professionals and researchers (obstetrics, gynaecology and midwifery) with an email 1 

address apart from those in countries where access to YouTube is banned (China,(14) Iran,(15) 2 

Pakistan,(16) Turkmenistan(17)) were included. Three trial assistants screened obstetrics and 3 

gynaecology and midwifery journals published between 2013 and August 2014 for author email 4 

addresses. We also included health professionals who had expressed an interest in joining the 5 

WOMAN trial.  6 

 7 

Randomisation and masking 8 

Eligible email addresses were assigned sequential identification numbers (ID numbers). An 9 

independent statistician, who was masked to the email addresses, allocated the ID numbers to 10 

the intervention or control group using a computer-generated allocation sequence (1:1 11 

randomisation). Outcome assessment and data analysis was also masked to the names and 12 

email addresses of participants as well as intervention allocation. 13 

 14 

Invitation email 15 

In the pilot trial, we used Google mail merge service to send personalised mass email messages 16 

to trial participants from Gmail accounts created for the study under the name of a Professor at 17 

the London School of Hygiene and Tropical Medicine (LSHTM). In the main phase, we sent 18 

emails from an email account of LSHTM under the name of the coordinator of this trial (JK) 19 

using a mass email service, Campaign Monitor. We assumed it was more likely that participants 20 

would open an email from a university account than from a Gmail account. We also altered the 21 

subject line and the main text of the email message to make them more attractive and 22 
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encourage the recipients to open the message and click on the link to the videos (see additional 1 

file 2). Wainer and colleagues found curiosity is a key to attract recipients to open the 2 

email.(18) On the other hand, busy recipients may prefer subject lines that indicate the content 3 

of the message. Therefore, we composed a subject line that suggested the content of the email 4 

and that might make the recipients curious. 5 

 6 

Outcomes 7 

The primary outcome was video sharing. The secondary outcome was views generated from 8 

video sharing by each participant. Each participant received a unique link to the allocated video 9 

with an ID number, by which we recognised their access to the videos. Using the data collected 10 

by the computer programme we judged that the video was shared by participants if there was 11 

multiple access to the video from the same ID number by more than one IP address (defined as 12 

different device in this study). As for the secondary outcome, we counted the number of views 13 

from different devices with the same ID number. 14 

The number of views which mainly resulted from video sharing declines toward zero within 14 15 

days of upload.(3) Therefore, we used the data collected until 15
th

 day of sending the email for 16 

the analyses.  17 

 18 

Statistical analysis 19 

We used a standard chi-squared test as the primary test of statistical significance of the effect 20 

of the intervention on video sharing and calculated risk ratio with 95% confidence intervals 21 

(CIs). We conducted a t-test and a Mood’s median test(19) to test the statistical difference in 22 
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the mean and median of the number of views generated as a result of video sharing by each 1 

participant respectively. We conducted all analyses on both intention-to-treat (allocated video) 2 

and per-protocol (viewed video) bases. 3 

4 
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Results 1 

We randomised 8353 email addresses, 4178 to the intervention and 4175 to the control video. 2 

Emails were sent on 20/11/2014 and data were collected until 04/12/2014. A total of 221 3 

(5·3%) intervention participants watched the video and 215 (5·2%) control participants. The 4 

video viewing rate was much lower than that of the pilot trial (14·0%). Figure 1 shows the trial 5 

profile. The baseline characteristics were balanced between intervention and control 6 

participants (Table 1). As only names, email addresses and affiliations of participants were 7 

available from the journals, we cannot examine socio-demographic characteristics of 8 

participants. 9 

 10 

Table 1a. Characteristics of all participants randomised  11 

 Intervention video Control video 

All participants randomised 4178 4175 

Country   

    Low income countries 464 (11·1%) 457 (11·0%) 

    Lower-middle income countries 934 (22·4%) 844 (20·2%) 

    Upper-middle income countries 507 (12·1%) 543 (13·0%) 

    High income countries 2273 (54·4%) 2331 (55·8%) 

Source of contact   

    WOMAN trial contact list 1308 (31·3%) 1263 (30·3%) 

    Journals 2870 (68·7%) 2912 (69·8%) 

Table 1b. Characteristics of those who watched the videos 12 
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 Intervention video Control video 

Participants who watched the video 221/4178(5·3%) 215/4175 (5·2%) 

Country   

    Low income countries 41 (18·6%) 29 (13·5%) 

    Lower-middle income countries 67 (30·3%) 58 (27·0%) 

    Upper-middle income countries 26 (11·8%) 34 (15·8%) 

    High income countries 87 (39·4%) 94 (43·7%) 

Source of contact   

    WOMAN trial contact list 102 (46·2%) 89 (41·4%) 

    Journals 119 (53·9%) 126 (58·6%) 

 1 

In the intervention group, 1·1% (44/4178) of those who were randomised shared the video, and 2 

0·9% (37/4175) of those who were randomised shared the control video (RR 1·2 [95%CI 0·8 to 3 

1·8], p=0·44). In the intervention group, 19·9% (44/221) of those who watched the video shared 4 

it, and 17·2% (37/215) of those who watched the control video shared it (1·2 [0·8 to 1·7], 5 

p=0·47). Table 2 summarises the results. 6 

 7 

 8 

 9 

 10 

 11 

Table 2. Number of sharing 12 
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 Intervention video Control video 

Risk ratio 

(95%CI) P-value 

Shared/allocated (ITT) 44/4178 (1·1%) 37/4175 (0·9%) 1·2 (0·8 to 1·4) 0·44 

Shared/watched (PP) 44/221(19·9%) 37/215 (17·2%) 1·2 (0·8 to 1·7) 0·47 

 1 

The average number of views generated as a result of video sharing by the participants in the 2 

intervention group was 0·04 (95%CI 0·01 to 0·07) and by those in the control group was 0·03 3 

(0·01 to 0·05). The difference between the two groups was 0·01 (-0·02 to 0·04, p=0·53). The 4 

average number of views generated by the participants who watched the intervention video 5 

was 0·7 (0·2 to 1·2) and by those who watched the control video was 0·5 (0·2 to 0·9). The 6 

difference between the two groups was 0·2 (-0·5 to 0·8, p=0·56). The median number of views 7 

was zero in both groups. Table 3 summarises the results. 8 

 9 

Table 3. Mean number of views generated 10 

  

Intervention video 

(95%CI) 

Control video 

(95%CI) 

Difference 

(95%CI) P-value 

Mean of views (ITT) 
0·04 

(0·01 to 0·07) 

0·03 

(0·01 to 0·05) 

0·01 

(-0·02 to 0·04) 
0·53 

Mean of views (PP) 
0·7 

(0·2 to 1·2) 

0·5 

(0·2 to 0·9) 

0·2 

(-0·5 to 0·8) 
0·56 

 11 
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Figure 2 presents the distribution of the number of views generated by participants. Most 1 

participants did not share the video. The histograms do not include those who did not share the 2 

videos.  3 

4 
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Discussion 1 

There was no significant difference in forwarding between the videos. Because only 5% of 2 

participants watched the videos, the number of outcome events (forwarding) was low and the 3 

trial had low power. However, absence of evidence is not evidence of absence and further 4 

studies are needed to confirm or refute an effect on sharing. 5 

Before conducting the trial, the email message was only considered as a tool to deliver the 6 

videos. However, it turned out to be an important aspect. One possible reason for the low 7 

viewing rate is that some of the participants in the main trial participated in the pilot trial. We 8 

included those who had not opened the email in the pilot study and these recipients might 9 

have been least likely to open an unsolicited email. Another reason could be the name of the 10 

sender changed from a professor in the pilot trial to a trial coordinator in the main study. In 11 

retrospect, more attention should have been paid during the process of developing the 12 

invitation email to the name under which the emails were sent, which email addresses were 13 

used, and the subject line and main text of the email. 14 

Ours is the first trial to examine the effect of emotional content on video sharing among health 15 

professionals. Participants were randomised and allocation was well concealed. As there was 16 

no way to detect email forwarding or video sharing precisely, we defined “access from a 17 

different IP address (device)” as “access from different person” for the outcome assessment. 18 

However, this raised the risk of misclassification in the outcome assessment as the same person 19 

could access the video from different devices (e.g. computer and smartphone). Another issue is 20 

that we cannot always identify different devices from IP addresses because some organisations 21 

have only group IP address open to public but not individual IP address. There were different 22 
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possible scenarios but we could not confirm which case each access was. Therefore, sharing 1 

might have been over or under-estimated. We took other possible scenarios into account in 2 

sensitivity analyses using data of the type of device and time of access collected by the 3 

computer programme (see additional file 3).  4 

We learnt from this trial that when disseminating an online video by email, only a small group 5 

of people watch the video. Hence, dissemination via email might be inefficient unless a better 6 

way is developed to improve video viewing rate.  7 

To obtain a more precise estimate of the effect of an emotional online video on sharing, 8 

another RCT with a sufficient number of people who watch the videos is required. As we learnt 9 

from this trial, increasing video viewing rate is difficult. To improve the video viewing rate when 10 

conducting another trial using emails, we need to explore factors in email subject lines and 11 

main texts that encourage recipients to open it and click the link. A study to examine the factors 12 

associated with email opening and link clicking is needed. 13 

 14 

15 
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1 Cross-over trial (Additional file 1) 2 

2 Invitation email (Additional file 2) 3 

3 Sensitivity analyses (Additional file 3) 4 
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Additional file 1: 

A cross over trial to validate the difference in the level of emotion of intervention videos 

Background 

We conducted a cross-over trial to examine the difference in the level of emotion that two 

videos aroused and ensure that the intervention video had more emotional content than 

the control video that were used in the main trial.  

 

Methods 

We randomly allocated participants to different orders to watch the two videos. Group 1 

watched the control video first and the intervention video second. Group 2 watched the 

intervention video first. We asked the participants to score the level of emotion they felt 

while/after watching the videos using a nine-point Likert scale (0 is none and 8 is 

strongest) for each of five different types of emotion: happiness, interest, relief, surprise 

and tension. We adopted these five types of emotion that we intended to arouse with the 

intervention videos from two studies.(1,2) We used a paired t-test as the primary test of 

statistical significance of the difference in emotion the two videos aroused. We also 

conducted a t-test to compare the mean of score difference for each of the five emotions 

between the two groups and examined the effect of order to watch the videos on the 

evaluation of emotions.  

 

Results 
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We randomised a total of 58 participants, who were researchers and research degree 

students at the London School of Hygiene & Tropical Medicine. All of them watched and 

evaluated both videos. One person was randomised, but withdrew because she did not 

have the internet access in order to watch the videos. She watched neither of the videos. 

There were no additional withdrawals apart from this participant. All the other 

participants evaluated both videos. 

 

Table 1 presents the average emotion scores for the intervention video and control 

videos.  

Table 1 Average score for five emotions 

Variable 

Intervention video 

(95% CI) 

Control video 

(95% CI) 

Difference 

(95% CI) P-value 

Happiness 3.9 (3.2 – 4.6) 2.8 (2.2 – 3.4) 1.1 (0.4 – 1.8) <0.01 

Interest 6.0 (5.6 – 6.5) 5.0 (4.5 - 5.5) 1.0 (0.4 – 1.7) <0.01 

Relief 4.8 (4.1 – 5.5) 4.4 (3.8 – 5.1) 0.4 (-0.5 – 1.2) 0.41 

Surprise 2.8 (2.2 – 3.3) 1.9 (1.5 – 2.4) 0.8 (0.1 – 1.5) 0.02 

Tension 3.7 (3.1 – 4.3) 3.2 (2.6 – 3.8) 0.5 (-0.4 – 1.3) 0.26 

 

The intervention video aroused stronger emotions than the control video. Three out of 

five emotions in the intervention video scored approximately one point higher than the 

control video. This is more than a 10% increase in the level of emotion. Interest was the 

strongest emotion in the intervention video and showed the second largest difference 
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between the two videos (intervention video: 6.0 points [95%CI 5.6 to 6.5], control video: 

5.0 points [4.5 to 5.5], difference: 1.0 point [0.4 to 1.7], p<0.01). The scores for happiness 

were also high showing the largest difference between videos (3.9 points [3.2 to 4.6], 2.8 

points [2.2 to 3.4], 1.1 points [0.4 to 1.8], p<0.01). The scores for surprise were the lowest 

among the five emotions but showed the third largest difference (2.8 points [2.2 to 3.3], 

1.9 points [1.5 to 2.4], 0.8 points [0.1 to 1.5], p=0.02). There was less of a difference in 

relief (4.8 points [4.1 to 5.5], 4.4 points [3.8 to 5.1], 0.4 points [-0.5 to 1.2], p=0.41) and 

tension (3.7 points [3.1 to 4.3], 3.2 points [2.6 to 3.8], 0.5 points [-0.4 to 1.3], p=0.26). 

Overall, the intervention video scored higher in all types of emotion (figure 1) providing 

some evidence that the intervention video aroused more emotion than the control video. 
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Figure 1 Scores for five emotions in the intervention and the control videos 

 

The t-test did not show strong evidence that the order of watching the videos impacted 

on the evaluation of the emotions. However, figure 2 shows bigger difference between 

group 1 and 2 in the mean of score difference between the intervention video and the 

control video for relief (mean difference in group 1: 0.5 points [-0.6 to 1.7], group 2: 0.1 

point [-1.3 to 1.6], p=0.65) and tension (0.7 points [-0.5 to 1.9], 0.2 points [-1.1 to 1.4], 

p=0.54).  
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Figure 2 Results of the analyses for the five emotions 

 

Discussion 

This implies that the participants who watched the control video first might have felt relief 

and tension more strongly than those who watched the intervention video first. 

Berger created a scale to measure arousal in three different dimensions (passive-active, 

mellow-fired up, and low-high energy) using three seven-point scales and averaged them 
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to compute an arousal index.(3) They asked their participants to evaluate different short 

films each of which was intended to arouse different types of emotion. Whereas, in the 

current study, we expected one video to arouse many types of emotion. Therefore, we 

aimed not to measure arousal in different dimensions but to evaluate the level of 

different types of emotion aroused. Christie and Friedman used a scale to measure 

discrete emotions (amused, fearful, angry, sad, disgusted and content) and dimensional 

emotions (good, calm, unpleasant, passive, excited, negative, relaxed active, positive, 

agitated, ad and pleasant).(4) They aimed to relate these two different categories of 

emotions, hence unique categorisation with many types of emotions. The current study 

aimed to prove that the intervention video and the control video were different in terms 

of  level of emotion aroused. Therefore, we used the five simple but distinct types of 

emotion. 

Table 2 summarises level of emotions aroused by short videos in other studies. The video 

used in Ekman’s study successfully aroused negative emotions in participants. Whereas, 

the intervention video in the current study aimed to arouse more positive emotions. 
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Table 2 Level of emotions in short videos 

Study Scale Emotion 

Intervention/ positive 

video 

Control/ negative 

video Difference 

Current study 9-point Likert 

Happiness 3.9 2.8 1.1 

Interest 6.0 5.0 1.0 

Relief 4.8 4.4 0.4 

Surprise  2.8 1.9 0.8 

Tension 3.7 3.2 0.5 

Ekman et al. (1980) 9-point Likert 

Disgust 3.08 4.48 -1.4 

Surprise 3.13 5.14 -2.01 

Sadness 1.25 2.95 -1.7 

Fear 3.13 5.14 -1.01 

Pain 3.42 5.93 -2.51 

Arousal 4.33 6.24 -1.91 

Interest 3.75 4.83 -1.08 

Berger & Milkman 

(2012) 
7-point Likert 

Mean of 3 feelings 

(positive/negative 

mellow/fired-up 

low/high energy) 

3.73 2.92 0.81 
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Additional file 2: 

Subject line and main text of emails sent to the participants in the pilot trial and the 

main trial 

 

A: Pilot trial 

Subject line: the woman trial (London School of Hygiene and Tropical Medicine) 

Sender name: Ian Roberts (email address of Gmail account) 

  

Dear [Title. Last name], 

 

We are conducting the WOMAN trial, a large clinical trial to find a better 

way to reduce postpartum haemorrhage deaths. 

We have created a short video about the trial. 

Please follow the link below and watch the video. 

[Link to the video] 

If you find it helpful, please forward the link to colleagues. 

Thank you for your help. 

 

Best wishes, 

Junko Kiriya 

The WOMAN trial coordinating centre 
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B: Main trial 

Subject line: Could an effective treatment for post-partum haemorrhage be on the 

horizon? 

Sender name: Junko Kiriya (email address of LSHTM account) 

 

Dear Dr [lastname], 

 

I work on the WOMAN trial, a large clinical trial of the effect of a clot 

stabilising drug called tranexamic acid on the risk of death after postpartum 

bleeding. 

 

In our previous large trial called CRASH-2, we found that this drug 

significantly reduced the risk of death after traumatic bleeding and so we 

hope it will also save lives in women who are bleeding after childbirth.  

 

We have made a short video to let people know about the WOMAN trial and 

we would be grateful if you watch it by clicking the link below. 

[link to the video] 

If you find it useful please share this e-mail to any colleagues who you think 

might be interested in the WOMAN trial. 

Thank you for your help. 

  

 

Kind regards, 

Junko Kiriya 

The Woman Trial 

Clinical Trials Unit | Faculty of Epidemiology & Population Health | London 

School of Hygiene & Tropical Medicine | Keppel Street, London WC1E 7HT, 

UK | tel +44(0)20 7299 4684 | fax +44(0)20 7299 4663 

http://ctu.lshtm.ac.uk/ 

http://womantrial.lshtm.ac.uk/ 

https://twitter.com/CTU_LSHTM 
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CONSORT 2010 checklist  Page 1 

CONSORT 2010 checklist of information to include when reporting a randomised trial* 
 

Section/Topic 
Item 
No Checklist item 

Reported 
on page No 

Title and abstract 

 1a Identification as a randomised trial in the title 1 

1b Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for abstracts) 2-3 

Introduction 

Background and 

objectives 

2a Scientific background and explanation of rationale 4 

2b Specific objectives or hypotheses 4 

Methods 

Trial design 3a Description of trial design (such as parallel, factorial) including allocation ratio 4-6 

3b Important changes to methods after trial commencement (such as eligibility criteria), with reasons N/A 

Participants 4a Eligibility criteria for participants 5 

4b Settings and locations where the data were collected 6 

Interventions 5 The interventions for each group with sufficient details to allow replication, including how and when they were 

actually administered 

4-5 

Outcomes 6a Completely defined pre-specified primary and secondary outcome measures, including how and when they 

were assessed 

6-7 

6b Any changes to trial outcomes after the trial commenced, with reasons N/A 

Sample size 7a How sample size was determined 5 

7b When applicable, explanation of any interim analyses and stopping guidelines N/A 

Randomisation:    

 Sequence 

generation 

8a Method used to generate the random allocation sequence 6 

8b Type of randomisation; details of any restriction (such as blocking and block size) 6 

 Allocation 

concealment 

mechanism 

9 Mechanism used to implement the random allocation sequence (such as sequentially numbered containers), 

describing any steps taken to conceal the sequence until interventions were assigned 

6 

 Implementation 10 Who generated the random allocation sequence, who enrolled participants, and who assigned participants to 

interventions 

6 

Blinding 11a If done, who was blinded after assignment to interventions (for example, participants, care providers, those 6 
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assessing outcomes) and how 

11b If relevant, description of the similarity of interventions 4-5 

Statistical methods 12a Statistical methods used to compare groups for primary and secondary outcomes 7-8 

12b Methods for additional analyses, such as subgroup analyses and adjusted analyses 12 (add. file2) 

Results 

Participant flow (a 

diagram is strongly 

recommended) 

13a For each group, the numbers of participants who were randomly assigned, received intended treatment, and 

were analysed for the primary outcome 

9 

13b For each group, losses and exclusions after randomisation, together with reasons 9 

Recruitment 14a Dates defining the periods of recruitment and follow-up 9 

14b Why the trial ended or was stopped N/A (or 7) 

Baseline data 15 A table showing baseline demographic and clinical characteristics for each group 9-10 

Numbers analysed 16 For each group, number of participants (denominator) included in each analysis and whether the analysis was 

by original assigned groups 

10 

Outcomes and 

estimation 

17a For each primary and secondary outcome, results for each group, and the estimated effect size and its 

precision (such as 95% confidence interval) 

10-11 

17b For binary outcomes, presentation of both absolute and relative effect sizes is recommended 10 

Ancillary analyses 18 Results of any other analyses performed, including subgroup analyses and adjusted analyses, distinguishing 

pre-specified from exploratory 

Add. file 2 

Harms 19 All important harms or unintended effects in each group (for specific guidance see CONSORT for harms) N/A 

Discussion 

Limitations 20 Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of analyses 12-13 

Generalisability 21 Generalisability (external validity, applicability) of the trial findings N/A 

Interpretation 22 Interpretation consistent with results, balancing benefits and harms, and considering other relevant evidence 12 

Other information  

Registration 23 Registration number and name of trial registry 5 

Protocol 24 Where the full trial protocol can be accessed, if available 5 

Funding 25 Sources of funding and other support (such as supply of drugs), role of funders 17 

 

*We strongly recommend reading this statement in conjunction with the CONSORT 2010 Explanation and Elaboration for important clarifications on all the items. If relevant, we also 

recommend reading CONSORT extensions for cluster randomised trials, non-inferiority and equivalence trials, non-pharmacological treatments, herbal interventions, and pragmatic trials. 

Additional extensions are forthcoming: for those and for up to date references relevant to this checklist, see www.consort-statement.org. 
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