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► DR-TB is a threat to global tuberculosis 
prevention, control and treatment 
programs.

► Treatment is complicated by adverse drug 
reactions (ADRs) to second-line TB drugs.  

► An adverse event is any undesirable 
experience associated with the use of a 
medical product in a patient. 

Background

► There is a lack of data on the discordance between patient 
self-report and clinician records of ADRs during DR-TB treatment, 
which may impact treatment outcomes such as adherence or 
retention in care. 



► To describe patient self-report and clinician records 
of ADRs during DR-TB treatment. 

► To describe the degree of the concordance between 
the patient self-report and clinician records of ADRs. 

► We also aimed to determine the relationship 
between a missed clinician record of ADRs and poor 
clinic attendance. 

Study objectives



Study design and site

► Cross-sectional study 

► Helen Joseph Hospital 

► DR-TB Focal Point: public-sector 

outpatient DR-TB clinic 

► Adults with laboratory-confirmed 

rifampicin-resistant TB 

► On treatment between 

02/2015–01/2018.

Methods

Approved by the Human Research Ethics Committee (Medical) at the University of the Witwatersrand (Wits HREC M141188)



Methods

Interviewed 149 patients

Recruited @ routine medical visit. 
Obtained informed consent 

Patient-Reported Adverse Drug 
Event Questionnaire - validated 

tool to assess patient-reported AE

>400 possible symptoms that a 
patient could experience in the 

past 4 weeks

Analysis: only those AE related to 
DR-TB were included 

Linked 149 patients to FIS

Patient self-report of AE Clinician self-report of AE 

Prospective cohort – informed 
consent. Collects demographic 

and clinical information and AEs

Clinic personnel on site helped to 
decipher and interpret notes

Retrospective file review in 2020.
Visit in the 4 weeks preceding the 

interview date. 
Captured clinical notes verbatim 

in an Excel tool
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Statistical analysis
• Prevalence of  patient self-report and clinician record of ADRs 

during DR-TB treatment

• Degree of discordance between patient self-report and 
clinician record of ADRs to DR-TB treatment. 

•  The relationship between a missed clinician record of any 
ADRs and the likelihood of missing a clinic appointment 
(within 3 months of the visit date) was determined using 
multivariate logistic regression.

• Data analysis was conducted using Stata. 

Methods

interview date

Missed clinician record of ADR

interview date + 3 months

Late/missing clinic appointment 



Results (n=149) 

Sex Age at treatment initiation Education 

Employment HIV status Time on TB treatment 

ART

No ART



Figure 1: Prevalence of ADRs obtained from patient 
self-reports and clinician records.

n=141

n=122



Table 1: Concordance between patient self-report and 
clinician record of ADRs.

ADRs
 

Patient 
self-repor

t
N (%)

Clinician
record
N (%)

Kappa
 

(95% CI)

Kappa
categories 

Gwet’s AC1
 

(95% CI)

McNemar’s
Test 

(p-value)

Overall 
agreement 

(%)

Signs and symptoms

Rashes 5 (3.4) 1 (0.7) 0.33 (-0.16 - 0.81) Fair 0.97 (0.94 - 1.00) 0.0455 97

Vomiting 12 (8.1) 1 (0.7) -0.01 (-0.04 - 0.01) None 0.90 (0.85 - 0.96) 0.0023 91

Nausea 12 (8.1) 2 (1.3) -0.02 (-0.05 - 0.01) None 0.90 (0.84 - 0.95) 0.0075 91

Joint pain/ 
Arthralgia

 
22 (14.8)

 
5 (3.4)

 
0.26 (0.04 - 0.47)

 
Fair

 
0.85 (0.77 - 0.92)

 
0.0001

 
87

Palpitation/ 
Tachycardia

 
1 (0.7)

 
1 (0.7)

 
-0.01 (-0.02 - 0.00)

 
None

 
0.99 (0.99 - 1.00)

 
1.0000

 
99

Diagnosis

Hearing loss 15 (10.1) 58 (38.9) 0.07 (-0.05 - 0.19) Slight 0.39 (0.23 - 0.55) <0.0001 62

Psychosis 2 (1.3) 2 (1.3) 0.49 (-0.11 - 1.00) Moderate 0.99 (0.97 - 1.00) 1.0000 99

Peripheral 
Neuropathy

 
16 (10.7)

 
6 (4.0)

 
0.13 (-0.09 - 0.35)

 
Slight

 
0.86 (0.79 - 0.92)

 
0.0184

 
88

Anaemia 1 (0.7) 3 (2.0) -0.01 (-0.03 - 0.01) None 0.97 (0.94 - 1.00) 0.3173 97



Table 2: Association between missed clinician record of 
ADRs and missed clinic appointment

Clinician record of ADRs Odds Ratio

  
Not missed 1.00

Missed   0.71 (0.35-1.43); p=0.343

Analysis 2: Patients with notes recorded in the file in the 4 weeks preceding the interview date 

Not missed 1.00

Missed   0.72 (0.23-2.19);p=0.557

• Missed clinician record of any ADR (dichotomous variable Yes / No)
• Patient missing (i.e., being ≥7 days late) for one or more of their 

follow-up clinics visits (within 3 months of their interview date).

Analysis 1: All patients (assumed no ADRs were recorded if no notes were available in the file)



► More ADRs were obtained from the clinician record than from 
patient self-report.
► Clinician record of ADRs is often objective and based on 

laboratory results or routine investigations like audiometry. 
► Patient self-report of ADR is subjective and based on 

patient knowledge, understanding, and recall of their 
experience. 

► We observed agreement for tachycardia and psychosis – but 
numbers were small. 

► Signs and symptoms (nausea, vomiting, rashes) not reported by 
clinicians 

► Clinic stationary provision for Grade 3 and 4 events 

► No association between missed clinician record of any ADRs and 
missing a clinic appointment in 3 months following the visit date. 

Discussion



► Limitations
►       Single DR-TB outpatient site  
►       Limitations of patient self-report (education, understanding)
► Clinic stationary and requirements for reporting ADRs changed 

over the study period. 
► HIV rates of HIV co-infection (78%) and overlapping toxicities
 

► Gaps between clinician and patient reports of ADRs suggest an 
opportunity to improve reporting of ADRs by clinicians and 
improve patient counselling about ADRs so that patients can 
recognize ADRs and communicate this information to clinicians 
during consultations.  

► Improvements in reporting ADRs and appropriate management 
can result in improved DR-TB treatment outcomes. 

► Early detection, prompt management, and pharmacovigilance 
reporting of ADRs remain vital factors in managing RR/MDR-TB. 

Conclusion 




