
1 
 

Illustration of Multi-level sampling technique 

 Selecting Kenya for the Study [Purposive Sampling Technique (Due to high 

TB Burden (Ranked 13th among the 22 high Burden Countries Globally)] 

Selecting Nairobi County for the Study (Purposive Sampling Method due to 

its TB Burden (20%) Nationally) 

 

 Selecting Murang’a County for the Study (Convenient Sampling (due to its 

similarity in TB prevalence Rate (4.9%) with Nairobi County and its rural 

setting) 

 

Clustering the Public Health Facilities in the two Counties into TB 

Treatment Centres for the Study (Hospitals, Health Centres and 

Dispensaries) [Cluster Sampling Technique] 

 

 
Selecting the Hospitals (Mbagathi and Murang’a level 5) for the Study 

(Random Sampling Technique)   

 

 Selecting the Health Centres (Bahati,  Easthleign, mathare.N,  Njumbi 

Dandora, Sabasaba,  Kangari) for the Study. (Random Sampling 

Technique) 

 

 
Selecting the Dispensaries (Gitugi,Nyangiti, Rhodes, Kibera, and loco  for 

the Study (Random Sampling Technique after Categorization (>400, 200-

400) and <200 TB Patient’s Population) 

Recruiting Study Patients from the selected TB Treatment Centres 

(Hospitals, H/ Centres, Dispensaries)- (Random Sampling Proportionate to 

the TB Patient’s Population) 

 

Assigning TB Patients into Experimental and Control groups- (Simple 

Random Sampling Technique) 

 

 
Selecting Patients to participate in the Study from Experimental and 

Control groups- (Simple Random Sampling Technique) 
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 Health education program 

Month  We

ek  
Main 

activities 
Descriptions  Health 

education 

program  

Home 

visiting 
Remarks 

M1 1-2 Knowledg

e on TB 

patient 

centered 

approaches

. 
(20-30 

minutes)  

Activity 1.1. Improve 

knowledge about TB; 

process of treatment, 

compliance 

behaviors(drug 

taking, follow up, 

health care, minor 

side effects, sleeping, 

exercise) 

Conducted by 

research team  

and TB clinic 

staff 

Performed by 

research team, 

health workers 

and health 

volunteers. 

Training will 

be done before 

implementatio

n of the 

program. 

 
3-4 (20-30 

minutes) 
Activity 1.2.Home 

visiting program 

(getting cured by 

having good 

compliance behavior) 

Research team 

and TB clinic 

staff. 

Research team, 

health workers 

and community 

health 

volunteers. 

Training will 

be done before 

implementatio

n of the 

program. 
M2  5-6 (20-30 

minutes) 
Activity2.1.Motivati

on and moral support 

for patients 

compliance, 

conversation 

regarding the current 

signs and symptoms, 

drug taking, 

appointment keeping, 

problem solving, how 

to take drugs and 

exterminate the 

bacteria.  

Research team 

and TB Clinic 

staff. 

Research team, 

,health workers 

and community 

health 

volunteers. 

Training will 

be done before 

implementatio

n of the 

program. 

 
7-8 (20-30 

minutes) 
Activity 2.2.Home 

visiting program 

(stop TB spreading 

out and cutting TB 

transmission by 

regularly  taking anti- 

TB medicine)  

Research team 

and TB Clinic 

staff. 

Research team 

health workers 

and community 

health 

volunteers. 

Training will 

be done before 

implementatio

n of the 

program. 

M3  9-

10 
PRE: 

Predisposi

ng, 

reinforcing 

and 

enabling 

factors. 

Activity3.1.Conversa

tion and discussion 

about treatment 

process, patients 

opinion about 

provider relationship, 

family members and 

close friends and 

Research team 

and TB Clinic 

staff. 

Research team 

health workers 

and community 

health 

volunteers. 

Training will 

be done before 

implementatio

n of the 

program. 
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(20-30 

minutes) 
others. Provision of 

more information on 

TB standard of 

treatment and care, 

service system and 

duration of the 

treatment. 
 

10-

12 

 
Activity3.2: Home 

visiting program 

(getting better by 

having good food 

(Nutrition), good 

exercise, good 

environment.) 

Research team 

and TB Clinic 

staff. 

Research team 

health workers 

and community 

health 

volunteers. 

Training will 

be done before 

implementatio

n of the 

program. 

M4  13

-

14 

 
Patient 

volunte

er peer 

support

. (20-30 

minutes

) 

Activity 4.1: 

discussions 

regarding the past 

experiences, 

lessons learned 

during treatment 

process (3 months 

ago) and how to 

cope with and 

manage for the 

next 2-3 months. 

Research 

team and TB 

Clinic staff. 

Research 

team health 

workers and 

community 

health 

volunteers. 

Training will 

be done 

before 

implementati

on of the 

program. 

 
15

-

16 

  
Activity 4.2:Home 

visiting program 

(promoting TB 

prevention and 

control in the 

patient’s 

households(case 

contact, early case 

detection, access to 

care)  

Research 

team and TB 

Clinic staff. 

Research 

team health 

workers and 

community 

health 

volunteers. 

Training will 

be done 

before 

implementati

on of the 

program. 

M5  17

- 

18 

 
 Health 

services 

provide  

and TB 

patient 

empowe

rment 

(20-30 

minutes)  

Activity 5.1: 

sharing experiences 

and demonstrations 

of sputum results, 

treatment outcomes 

from month 1 to 

month 4 or 5, 

volumes of 

medicine and drug 

Research 

team and TB 

Clinic staff. 

Research 

team health 

workers and 

community 

health 

volunteers. 

Training will 

be done 

before 

implementati

on of the 

program. 
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tablets, how to 

continue with the 

drugs until the 

bacteria is 

exterminated.   

 
19

- 

20  

  
Activity 5.2: home 

visiting program 

(social support, 

moral support, 

friendly, warmly, 

sympathetically 

approach  to the 

patient)  

Research 

team and TB 

Clinic staff. 

Research 

team, health 

workers and 

community 

health 

volunteers. 

Training will 

be done 

before 

implementati

on of the 

program. 

M6  21

-

22  

 
Patient 

health 

educat

ion 

progra

m. 

Activity 6.1: Moral 

support and 

empowerment in order 

to complete the 

treatment program 

(informing to keep 

taking TB drugs 

regularly until end of 

the month 6 or 

discharge) 

Research 

team and 

TB Clinic 

staff. 

Research 

team, health 

workers and 

community 

health 

volunteers. 

Training will 

be done 

before 

implementati

on of the 

program. 

 
23

-

24  

  
Activity 6.2: Home 

visiting program 

(good hygiene, good 

health, good quality 

of life, inappropriate 

lifestyle and 

environment) 

Evaluation of the 

patients compliance 

and treatment 

outcomes. 

Research 

team and TB 

Clinic staff. 

Research 

team, health 

workers and 

community 

health 

volunteers. 

Training will 

be done 

before 

implementati

on of the 

program. 
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Informed Consent 

 

Dear respondent: 

Please read and understand before signing the Consent form below. 

Title: Influence of health education on economic burden and health related quality of life among 

patients attending TB Clinics of Nairobi County, Kenya.  

By: Humphrey k Mbuti (researcher) 0733851789,Emailkimanihumphrey@yahoo.co.uk 

This prognostic prospective study aims at determining the influence of health education on the 

economic burden and health related quality of life (HRQoL) among patients attending the TB 

Clinics of Nairobi County. The study also seeks to establish the years life lost due to premature 

death (YLL) and years lived with disability (YLD) associated with TB patients in Nairobi County. 

The findings will contribute greatly to the limited existing knowledge on the role of health 

education and the TB treatment outcomes. The results will be of significant interest to health policy 

makers, health program funders and researchers within the health sector. Finally the outcome of 

the study will help in resource allocation, priority setting and investment in health services meant 

to improve the lives of the TB patients in Nairobi County. This study and its procedure will be 

approved by the National Commission for Science, Technology and Innovation (NACOSTI). The 

procedure includes voluntary participation and responding honestly and accurately. All 

information given will be confidential and anonymous. Structured questionnaire which comprise 

closed and multiple choice questions, interview schedules and discussions shall be used to collect 

primary data. 

 

mailto:Emailkimanihumphrey@yahoo.co.uk
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Consent  

I have read, understood and voluntarily consent to participate in the study. I have understood the 

nature and purpose of this study and that my identity will not be revealed in the study. 

Respondents Signature------------------Date------------------ 

I have explained the nature and purpose of this study to the above respondent in writing and have 

sought his/her understanding for informed consent. 

Researcher’s Signature-------------------Date-------------------- 
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Questionnaire 

Questionnaire no………………………………………………… 

Name of the patient (respondent) 

Name of the interviewer (research assistant) 

PART 1- Patient’s Social/Demographic characteristics 

Tick / fill in the gap 

1 .Age ……….2. Gender I = male |    | 2 = female |    | 

3. Education level 1. = No schooling|    | 2. Primary |    | 3. Secondary |    | 4. Tertiary |    | 

4. Marital status 1= single |    | 2. = married |    | 3= divorced |    | 4. = separated |    |  

 5. Primary occupation 1. =Agriculture |    | 2. = formal sector |    | 3. = Informal sector |    | 4 

=security agencies |    | 5. Student |    | 6. = unemployed |    | 

6. State your monthly income; before TB…………; with TB ………………; 

7. Are you the head of the household? 1. Yes |    | 2. No |    | 

8. Household size ……………………… 

9. State household income ……: with TB………;. 

10. Number of dependents ……………… 

11. How many sources of income do the household have? What assets do your household have? 

12. List them…………… 

13. What mode of transport does your household have and use when attending TB care?  1. 

None|    | 2. Bicycle |    | 3. Motorcycle |    | 4. Car |    |  

14. (A) Where does the family stay? 1. = owners house|    | 2. Family house |    | 3. Rented 

compound |    |: flat |    | 4. Employer apartment 

      (b) What type of building do the household reside? 1. Thatched |    | 2. Wooden |    | 3. Block |    

| 4. Brick |    |: others ………………..No of rooms…………. 
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Part II 

TB Patient’s Medication Adherence to Treatment 

Answer yes or no in this part  

No.  YES NO 

28 Do you sometimes forget to take your medicine?   

29 People sometimes miss taking medicines for reasons other than forgetting. 

Thinking over the past 2 weeks, were there any days where you did not 

take your medicine? 

  

30 Have you ever cut back or stopped taking medicine without telling your 

doctor because you felt worse than before you took it? 

  

31 When you travel or leave home, do you sometimes forget to bring along 

your medicine? 

  

32 Did you take all your medicine yesterday?   

33 When you feel like your systems are under control, do you sometimes stop 

taking your medicine? 

  

34 Taking medicine every day is a real inconvenience for some people. Do 

you ever feel hustled about sticking to your treatment plan? 

  

  

35 How often do you have difficulty remembering to take all your medicine? 

A. Never / rarely 

B. Once in a while 

C. Sometimes 

D. Usually 

E. All the time  

Interpretation key and Question values  

1. Question 1 to 7 (except question 5): Each answered yes = 1 point. 

2. For question 5, the answer no = 1 point. 

3. For question 8 : 

• The answer never/ rarely = 0 points. 

• The answer once in a while, sometimes, usually and all the time = 1 point. 

Scores 

If the patient’s total score is  

˃ 2 = low adherence. 

1, 2 =medium adherence 

0= high adherence. 
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         CONSORT 2010 checklist of information to include when reporting a randomized 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) 

1-2 

Introduction 

Background 

and objectives 

2a Scientific background and explanation of rationale 2-5 

2b Specific objectives or hypotheses 5 

Methods 

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

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

reasons 

 

Participants 4a Eligibility criteria for participants 6 

4b Settings and locations where the data were collected 7 

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

and when they were actually administered 

9-10, 30-32 

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

and when they were assessed 

6 

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

Sample size 7a How sample size was determined 7-8 

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

Randomisation

: 

   

 Sequence 

generati

on 

8a Method used to generate the random allocation sequence  

8b Type of randomisation; details of any restriction (such as blocking and block size) 7&29 

 Allocation 

conceal

ment 

mechani

sm 

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 

 

 

Implementatio

n 

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

assigned participants to interventions 

8 

Blinding 11a If done, who was blinded after assignment to interventions (for example, participants, care 

providers, those assessing outcomes) and how 
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11b If relevant, description of the similarity of interventions  

Statistical 

methods 

12a Statistical methods used to compare groups for primary and secondary outcomes 10 

12b Methods for additional analyses, such as subgroup analyses and adjusted analyses 10 

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 

12 

13b For each group, losses and exclusions after randomisation, together with reasons 12 

Recruitment 14a Dates defining the periods of recruitment and follow-up 12, 30 

14b Why the trial ended or was stopped 12 

Baseline data 15 A table showing baseline demographic and clinical characteristics for each group 14 

Numbers 

analysed 

16 For each group, number of participants (denominator) included in each analysis and 

whether the analysis was by original assigned groups 

12&13 

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) 

15-19,20-23 

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

recommended 

N/A 

Ancillary 

analyses 

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

analyses, distinguishing pre-specified from exploratory 

22-23 

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 

11 

Generalisabilit

y 

21 Generalisability (external validity, applicability) of the trial findings 11 

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

relevant evidence 

20-23, 23-26 

Other information  

Registration 23 Registration number and name of trial registry  

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

Funding 25 Sources of funding and other support (such as supply of drugs), role of funders  
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CONSORT 2010 Flow Diagram 

Assessed for eligibility (n=450) 

Excluded (n=77) 

   Not meeting inclusion criteria (n=77) 

   Declined to participate (n= 0) 

   Other reasons (n= 0) 

Analysed (n=186) 

 Excluded from analysis (give reasons) (n=0) 

Lost to follow-up (give reasons) (n= 0) 

Discontinued intervention (give reasons) (n= 0) 

Allocated to intervention (n=186) 

 Received allocated intervention (n= 186 ) 

 Did not receive allocated intervention (give 

reasons) (n= 0 ) 

Lost to follow-up (give reasons) (n= 0) 

Discontinued intervention (give reasons) (n= 0) 

Allocated to control (n= 187) 

 Did not receive allocated intervention (give 

reasons) (n= 187) intervention was only 

administered to the interventional group 

Analysed (n=187) 

 Excluded from analysis (give reasons) (n= 0) 

 

Allocation 

Analysis 

Follow-Up 

Randomized (n= 373) 

Enrollment 


