Observation training guide and SOP
1. Observing consent processes for a community based vaccine trial
1.1. Aims 

One of the study objectives is to explore the understanding and perception of community members about the trial. Informed consent is a continuous process and for that reason we would like to conduct observations in four different phases with the following aims (see appendix 1 for questions of interest): 

· Fieldworkers (FWs) household visits (mobilizing parents to attend meeting): This serves as the first contact/point of interaction between community members and the study team. We are interested in examining what messages are given and how it’s given; parents’ reaction to the invitation, the concerns they raise about the trial and how they are addressed; and the interaction between FWs and household (HH) members. From this interaction it will greatly determine who eventually turns up for the community meetings.  
· Community meetings (information giving and consenting): To gain insights of the activities taking place during information giving and consenting process. For instance how information is given, questions raised and how they are handled, parent/guardian reactions to information given, the level of interactivity etc. An observation guide has been developed to capture the above details (see appendix 2). 

· Dispensary (consent, screening and vaccination): To observe what happens during the screening and vaccination exercise and examine parents’ perception of the whole exercise. When there will be consenting, we will also like to conduct observations on the same.  
· Feedback meetings with FWs (to be held on a weekly basis): To examine issues that participants raise, how they are responded to and whether the issues have an impact on the trial’s activities. Through discussions with the FWs they will assist us in identifying community members to follow up and conduct in-depth interviews with.  
1.2. How observations will be conducted 

We will observe blocks of consent (at the beginning, middle and end) to a point of data saturation. We plan to start observing the first consent processes in the first recruitment location and as the trial moves to other sites (2nd and 3rd location) a similar exercise will be conducted. This includes consenting done at the field and at the dispensary. Prior to the observations, it’s necessary that trial team members are made aware through briefing the PI and the entire team for their views and opinions regarding these activities. This should happen before the trial rolls out and continuously during the planned activity.  Key messages have been developed for this study to be shared with the rest of the trial team. 
Observing trial consent processes: To ensure we don’t miss out some of the activities happening concurrently, we’ll require at least 3 social science fieldworkers who can speak the local dialect as observers who will work closely with the social science researcher.  For practical and logistics reasons we plan to observe community meetings for at least 4 villages in the 1st location (6 weeks duration) and eventually plan for how observations will be conducted for 2nd and 3rd trial sites at a later stage. 

Figure 1: Summary of the observation phases  



The social science FWs will undergo training to familiarise them with the tool as well as guide them on the DOs and DON’Ts of the exercise for instance:  

DOs: The observer should be introduced to the consentee. The consenter should explain why the observer is present and seek permission from the consentee for the observer’s presence e.g. “this is [observer’s name] and s/he is here just to see how the consenter is doing his/her job. Is it okay if s/he stays and watches the consenting process?” 

The observer is expected to take note of what is happening during the information giving and actual consenting process (key things to be observed are highlighted in appendix 1 and tips of observations in appendix 3) 

Observers will liase and discuss who will be charged with the responsibility of taking notes of meeting proceedings

DON’Ts: The observer should avoid being intrusive i.e. asking questions rather than actively listening to the discussion

3. Implications of the exercise and how information generated will be used

· To the consentee: They might feel uneasy with the presence of an extra person which might impact on the consenting process. To counter this, the observer should be introduced to the consentee.  The observer’s role and reasons for their presence should be well explained before consenting takes place. 

· To the consenter: They might feel judged or monitored which should not be the case. Arrangements will therefore be made to brief the trial team, and the objective of observing the consent process will be explained. The consenter will be re-briefed on the objective of the exercise while at the field. 

· To vaccine trial team: The information will be feedback to the study team for necessary action for instance, issues raised during discussions that need immediate attention. Plans will be made on how feedback should be done and what information should be feedback to the trial team during their weekly meeting.
· To the social science study: The aim is to learn more about the consenting process, the sort of issues raised and how they are handled etc. This is one of the study methods which will help us triangulate findings from other tools (interviews, group discussions and semi-structured survey). We will also be on the look out for issues that crop up during observations, how they are addressed and whether these might impact on the vaccine trial’s future activities. 
4. Methodological issues

· Reflexivity of the researcher: i.e. constantly discussing how the researcher and the research process have shaped the data collected and how the researcher’s personal characteristics impact on the data collected. For all observers, it is important that we keep note and openly discuss how the observer’s presence might influence the consenting process. 
· Confidentiality issues: We will maintain strict confidentiality of the data generated from all observation activities. In case there’s need to feedback emerging issues to the study team, information that seems to be of general concern will be shared and names will be withheld. 
· How to deal with dilemmas during observation activities  
In case trial FWs asks the observers how they performed in their activities (e.g. household consenting)/seek advise on how they should perform from the observers, it would be best if the observer tosses back the question to the FW, asking them what they would have done given the prevailing circumstance. Another response would be to ask FWs to act according to what they were told during their training. If by any chance the observer gives his/her views or opinions it is important that they document their suggestions and how they think they might have influenced what’s being observed.  

· Documenting observation activities 

It’s important that observers find time to expand their field notes. During mobilization activities observers could take loose notes of their observation and later on do the write ups which could be guided by the checklist developed. Sharing of notes could happen during feedback sessions of the observation team. 
APPENDICES

Appendix 1: Questions of interest
During household (HH) mobilization activities (invitation to attend trial meetings)
· How are the introductions done to the HH members
· Which HH members are present during the introductions (gender, age, relationship with the household head)
· What’s the amount of information given? Do they (community health workers/FWs) adhere to the standard introduction message developed? If not how else is the information given. 
· Who’s invited from the HH to attend the meetings 

· How do parents’ react to the invitation
· What are the concerns raised about the trial and how are these addressed
· The level of interactivity between the FWs and community health workers
· The level of interactivity between the FW and HH members
· What’s the outcome of the discussion i.e. agrees/defers to attend the meeting. What are the reasons given for the decision reached?  
During information giving and consenting

· What’s the composition of those attending community meetings (and those coming to the dispensary) i.e. gender, age

· How do people come to the meetings i.e. whether in groups or individually 

· The general atmosphere (mood) before and after the meeting

· How do people interact during the meeting

· What seems to be centred in community members discussions i.e. before and after information giving, while waiting to be consented  

· How do people react to information given in the course of the meeting

· Who tends to contribute/raise questions in the meeting i.e. gender, age, whether it’s dominated by certain individuals

· Which information captured people’s attention the most, and which was hardest to understand? Why, in what way and how do you know

(Additional) During consenting process

· Do parents select where they would like to be consented (e.g. dispensary, field or at home). Why

· Are there factors underlying the ability to give consent e.g. gender, SES, perceived risks/benefits,  level of understanding 

· Are there consultations during the consenting process? Who is consulted and why

· How do parents react to the PDA used during the consenting process? Is there a message given to the consentee on why and how it’s used.  

Appendix 2: Observation Form for consent processes

Observer _______________​​​​​______________   Venue of consent process _____________________________

Parent’s/Guardian details:  M 
      F
    Division:  _____​​___ Sub-location: ________Village:____________

Age of child:   older cohort  
 younger cohort               Other person(s) present:  Yes             No

If yes, who are they and was permission sought for their presence: ____________________________________

______________________________________________________________________________________________________________________________________________________________________________________

Language used in consent: 
  Kiswahili ​​ 
  Kigiriama
     Other (specify) _____________________

Any additional activities (specify): _____________________________________________________________

____________________________________________________________________________________

Comment on FWs introduction i.e. rapport building/climate setting: _________________________________

__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Information giving process

· Had they already been given an opportunity to read the ICF? 
YES       
    NO

· Were they given the opportunity to consider the ICF over a longer time period?  YES   
      NO 


If yes, when, where, for how long? __________________________________________________________

________________________________________________________________________________________

________________________________________________________________________________________

· How was information given during the consent process? 

FW summarized information in the ICF

FW read details of the ICF to the parent/guardian 

Parent/guardian given a copy to read along 

Others (specify) 

· Summarize sections that were covered during the consent process (main headings)

· Levels of interactivity i.e. were questions encouraged as ICF was read: 

· Any disturbances during consent process (specify): 

· Questions raised by parent/guardian or other person during consent process. For each what was the response given: 

· Which information captured most attention/was hard to understand (i.e. reaction towards information given)? (Verbal/NVCs)

· Explanation of signature/thumbprint given:
YES 


NO 

· Independent witness present:


YES


NO

· Decision reached by parent/guardian: 
Accepted
Refusal

Deferred
         

What were the reasons given for the above choices?

Time consent started: _________ Time consent ended: ___________ Total: _______________

Date: ______________________

Observer’s comments on the consent process: 

Remember to collect quotes for key areas
Appendix 3: Tips for observers

· Having feedback meetings to share and compare notes immediately after the field activity
· Scheduling time to expand notes immediately after the field activity 

· Use shorthand while taking notes 
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D: Feedback meeting with FWs





Activity: FWs regular feedback meeting where they will be discussing concerns raised by study participants.  





When: Once in a week





Observer: Social science researcher 





Duration: Continuous





C: Dispensary activities 





Activity: Screening, vaccination and consenting taking place at the dispensary





When: Thursday and Friday 





Observers: 1 FW





Duration: 6 weeks  





B: Community meetings at the field





Activity: Information giving and consenting taking place in community meetings





When: Monday to Wednesday





Observers: 3 FWs





Duration: 6 weeks





A: FWs HH visits





Activity: FWs HH visit to invite and mobilize parents to community meetings





When: Selected days of the week by linking up with 1 FW





Observer: 3 FWs 





Duration: 6 weeks








Overlap of activities
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