Supplemental Table 2. Verbatim outcomes used for reporting adverse events. UTI, urinary tract infection; 
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Outcome domain

Standardised outcome term

Verbatim outcomes

Standardised outcome

term

Verbatim outcomes

Adverse
events/effects

Local toxicity

Topical toxicity

Systemic toxicity

Systemic side effects

Local symptoms Musculoskeletal Arthritis
Infection UTI Arthralgia

Pyuria Muscle pain

Cloudiness of urine myalgia
Cystitis Cystitis arthritis

Chemical cystitis Cardiovascular Hypertension

Chemical toxicity Chest pain, Abnormal ECG

Bacterial cystitis Respiratory pulmonary BCGitis.

Drug induced cystitis influenza-like symptoms

Drug induced cystitis (bacterial cystitis, chemical cystitis) BCG lung infection

Cystitis-like symptoms transient dyspnea

Stranguria with or without cystitis Lung infection

Frequency Frequency Gastroinestinal nausea

Frequency (more than once per hour) transient nausea

Frequency (1 or greater/30 mins) vomiting

Urinary frequency nausea and vomiting

Urinary frequency/urgency abdominal pain

Urgency Infection Systemic infection

Frequent diurnal micturition Septicemia

Frequent nocturnal micturition. Sepsis

Nocturia Non-specific/Other Not specified, Other

toxicity

Pollakisuria Other systemic side effects

Pollakisuria during treatment sessions Anorexia

Incontinence Alopecia

Urinary incontinence Headache

Pain Pain on urination leg oedema

Difficulty with urination Pain

Difficulty in urination procedural pain

Dysuria Reiter syndrome

Burning sensation during urination polyneuropathy with axonal
demyelination

Itching sensation dissemination of Mycobacterium bovis
BCG with consecutive infiltration of a
granuloma into the external carotid
artery, which required immediate
surgical intervention.

Intensive local pain Accidental dose of MMC in TUBR and
bladder perforation, may have resulted
in bowel dysfunction, adhesive ileus

painful urination MMC extravasation

pain with micturition Constitutional Constitutional symptoms

symptoms

pain on urination Fever Fever

pain pyrexia

micturition pain Fever (238°C)

Bladder pain fever of >38°C

Lower abdominal pain high fever (>39°C)

cramp/s fever >39C

Mild storage symptoms (dysuria, urgency, frequency) high-grade fever, high fever

Haematuria Gross haematuria fever (<39°C or >39°C)

Haemauria temperature >37.5°C

Visible haematuira recurrent fever of 39°C or higher

Persistent visible haematuria fever and chills

Macroscopic hematuria low grade fever

Macrohematuria Fatigue fatigue

Clinically significant haematuria general fatigue

Transient mild (pink) haematuria after instillation General malaise

Urethral bleeding persistent general malaise

Bladder tamponade Malaise

Bladder Bladder retraction severe malaise

Contracted bladder tiredness

Contracted bladders resulting in cystectomies asthenia

Bladder spasm/s Allergic reactions allergic reactions

(Dermatological)

Bladder tissue reaction allergy

Bladder perforation skin rash

Overt bladder perforation allergic skin reaction

Bladder perforation requiring bladder-wall repair severe skin reaction

Bladder irritation exanthema

Irritative bladder symptoms dermatitis

Irritative bladder symptoms (micturition pain and frequency rash and itching

of urination)

Symptoms of irritated bladder rubor and itching

Pain during sessions Allergic symptoms

Bladder pain between sessions Itch

Bladder pain during sessions Laboratory Abnormal clinical laboratory tests

abnormaliies

Bladder pain hematologic abnormality

Urethra urethral strictures (most likely repeat TURBTS) Haematologic toxicity (Leucotytosis)

Repeat urethral injury by catheters

ureteral obstruction

hematologic toxicity: Alteration of
white blood cell count and CBC
count/mm?3

hematological changes

Residual urine

urethral stricture/s Liver Abnormal Liver function

pain during sessions Abnormal LFT

irritative urinary symptomes. Elevation in serum transamylase level

stricture of urethra ALT elevation, AST elevatin, Gamma-
GTP elevation.

Residual urine Hepatitis

urinary retention Elevated liver enzymes

urinary residual Renal Abnormal Renal function

retention Renal dysfunction

micturition Renal morbidity

sense of retention

Urinalysis (Urinary protein positive,
Microscopic haematuria, Urinary red
blood cell increase, Urinary white
blood cell increase)

Sense of residual urine

Death due to toxicity

Death due to toxicty

Other

Other local side effects

Epididymitis

necrotizing granulomatous epididymitis

Treatment related death

Death due to serious adverse event

death

prostatitis

granulomatous prostatitis

leakage of drug solution

difficult catheterisations

penile edema










Outcome domainStandardised outcome term Verbatim outcomes Standardised outcome 

term

Verbatim outcomes

Adverse 

events/effects

Local toxicity

Topical toxicity

Systemic toxicity

Systemic side effects

Local symptoms

Musculoskeletal 

Arthritis

Infection

UTI Arthralgia

Pyuria Muscle pain

Cloudiness of urine myalgia

Cystitis Cystitis  arthritis

Chemical cystitis

Cardiovascular

Hypertension

Chemical toxicity Chest pain, Abnormal ECG

Bacterial cystitis

Respiratory

pulmonary BCGitis. 

Drug induced cystitis influenza-like symptoms

Drug induced cystitis (bacterial cystitis, chemical cystitis) BCG lung infection

Cystitis-like symptoms transient dyspnea

Stranguria with or without cystitis Lung infection

Frequency

Frequency

Gastroinestinal

nausea

Frequency (more than once per hour) transient nausea

Frequency (1 or greater/30 mins) vomiting

Urinary frequency nausea and vomiting

Urinary frequency/urgency abdominal pain 

Urgency

Infection

Systemic infection

Frequent diurnal micturition  Septicemia

Frequent nocturnal micturition. Sepsis

Nocturia

Non-specific/Other 

toxicity

Not specified, Other

Pollakisuria Other systemic side effects

Pollakisuria during treatment sessions Anorexia

Incontinence Alopecia

Urinary incontinence Headache

Pain Pain on urination leg oedema

Difficulty with urination Pain

Difficulty in urination procedural pain

Dysuria  Reiter syndrome

Burning sensation during urination polyneuropathy with axonal 

demyelination

Itching sensation dissemination of Mycobacterium bovis 

BCG with consecutive infiltration of a 

granuloma into the external carotid 

artery, which required immediate 

surgical intervention.

Intensive local pain Accidental dose of MMC in TUBR and 

bladder perforation, may have resulted 

in bowel dysfunction, adhesive ileus

painful urination MMC extravasation

pain with micturition Constitutional 

symptoms

Constitutional symptoms

pain on urination

Fever

Fever

pain pyrexia

micturition pain  Fever (≥38°C)

Bladder pain fever of > 38 ° C 

Lower abdominal pain high fever (>39°C)

cramp/s fever  ≥39C

Mild storage symptoms (dysuria, urgency, frequency) high-grade fever, high fever

Haematuria Gross haematuria fever (<39°C or >39°C) 

Haemauria temperature >37.5°C

Visible haematuira recurrent fever of 39°C or higher

Persistent visible haematuria fever and chills

Macroscopic hematuria low grade fever 

Macrohematuria

Fatigue

fatigue

Clinically significant haematuria general fatigue 

Transient mild (pink) haematuria after instillation General malaise

Urethral bleeding persistent general malaise

Bladder tamponade Malaise

Bladder Bladder retraction severe malaise

Contracted bladder tiredness

Contracted bladders resulting in cystectomies asthenia 

Bladder spasm/s

Allergic reactions 

(Dermatological)

allergic reactions

Bladder tissue reaction allergy

Bladder perforation skin rash

Overt bladder perforation allergic skin reaction

Bladder perforation requiring bladder-wall repair severe skin reaction

Bladder irritation  exanthema

Irritative bladder symptoms dermatitis

Irritative bladder symptoms (micturition pain and frequency 

of urination) 

rash and itching

Symptoms of irritated bladder rubor and itching

Pain during sessions Allergic symptoms

Bladder pain between sessions Itch

Bladder pain during sessions

Laboratory 

abnormaliies

Abnormal clinical laboratory tests

Bladder pain hematologic abnormality 

Urethra

urethral strictures (most likely repeat TURBTs) Haematologic toxicity (Leucotytosis)

Repeat urethral injury by catheters hematologic toxicity: Alteration of 

white blood cell count and CBC 

count/mm³

ureteral obstruction hematological changes

urethral stricture/s Liver Abnormal Liver function

pain during sessions Abnormal LFT 

irritative urinary symptoms. Elevation in serum transamylase level

stricture of urethra ALT elevation, AST elevatin, Gamma-

GTP elevation.

Residual urine Residual urine Hepatitis

urinary retention Elevated liver enzymes

urinary residual Renal Abnormal Renal function

retention Renal dysfunction

micturition Renal morbidity

sense of retention Urinalysis (Urinary protein positive, 

Microscopic haematuria, Urinary red 

blood cell increase, Urinary white 

blood cell increase)

Sense of residual urine

Death due to toxicity

Death due to toxicty

Other Other local side effects Treatment related death

Epididymitis Death due to serious adverse event

necrotizing granulomatous epididymitis  death

prostatitis

granulomatous prostatitis

leakage of drug solution

difficult catheterisations

penile edema


