
FOI  21/696
Table 1  - A line listing of UK spontaneous adverse drug reaction reports of lactic acidosis  in association with products containing tenofovir up to and including 05/07/2021. Data extraction date 06/07/2021.

Case Drug Ingredient Suspect drug brand reported Drug dose Route of administration
Treatment duration 

(days) Reaction(s) + Outcome(s)
Onset first dose 

(days) Patient Medical History
Year initial date received by 

agency

1 AMPHOTERICIN B, TENOFOVIR, TENOFOVIR VIREAD, AMBISOME ORAL USE 98

Drug interaction (Recovered/resolved), Lactic acidosis (Unknown), Liver 
function test abnormal (Unknown), Metabolic acidosis 

(Recovered/resolved) 98
Mycobacterium avium complex infection, 

Cytomegalovirus hepatitis 2002

2 TENOFOVIR, DIDANOSINE
VIDEX TABLETS 25MG PL 11184/0008, 

TENOFOVIR DISOPROXIL ORAL USE

Drug interaction (Not recovered/not resolved), Lactic acidosis (Fatal), 
Pancreatitis (Not recovered/not resolved), Sepsis (Not recovered/not 

resolved) 2002
3 DIDANOSINE, TENOFOVIR TENOFOVIR DISOPROXIL, VIDEX ORAL USE 5 Lactic acidosis (Fatal) 5 Burkitt's lymphoma, Sepsis 2002
4 TENOFOVIR TENOFOVIR DISOPROXIL UNKNOWN Lactic acidosis (Recovered/resolved) 2002

5 DIDANOSINE, TENOFOVIR TENOFOVIR DISOPROXIL, DIDANOSINE ORAL USE 267
Fanconi syndrome acquired (Not recovered/not resolved), Lactic 

acidosis (Recovered/resolved) 223 Hepatitis B 2002

6 DIDANOSINE, TENOFOVIR TENOFOVIR DISOPROXIL, DDI ORAL USE

Abdominal pain (Not recovered/not resolved), Circulatory collapse 
(Unknown), Confusional state (Not recovered/not resolved), Dyspnoea 

(Not recovered/not resolved), Lactic acidosis (Not recovered/not 
resolved), Malaise (Not recovered/not resolved), Pancreatitis (Not 

recovered/not resolved), Renal failure (Fatal) 72
Hypertension, Hyperlipidaemia, Addison's 

disease 2002

7
TRIMETHOPRIM, AMPHOTERICIN B, 

SULPHAMETHOXAZOLE, TENOFOVIR
TENOFOVIR DISOPROXIL, SEPTRIN, AMBISOME 

INJECTION 50MG/VIAL PL 16807/0001 ORAL USE 101
Drug interaction (Unknown), Hepatitis cholestatic (Recovered/resolved), 

Lactic acidosis (Unknown), Metabolic acidosis (Recovered/resolved) 103 2002

8
MYCOPHENOLIC ACID, ABACAVIR, DIDANOSINE, 

TENOFOVIR, LAMIVUDINE, EFAVIRENZ

LAMIVUDINE, EFAVIRENZ, TENOFOVIR 
DISOPROXIL, ABACAVIR SULPHATE, 

MYCOPHENOLATE MOFETIL, DIDANOSINE UNKNOWN

Blood bilirubin increased (Unknown), Cerebral haemorrhage (Fatal), 
Cholestasis (Unknown), Drug interaction (Unknown), Generalised tonic-

clonic seizure (Unknown), Headache (Unknown), Hepatic function 
abnormal (Unknown), Hepatic necrosis (Unknown), Hypertension 
(Unknown), Lactic acidosis (Unknown), Mitochondrial cytopathy 
(Unknown), Nausea (Unknown), Necrosis (Unknown), Vomiting 

(Unknown)

Drug abuser, Complications of transplanted 
liver, Chronic hepatitis C, Neuropathy 

peripheral, Liver transplant, Ascites, Hepatic 
steatosis, Lymph node tuberculosis, 

Encephalopathy, Hepatitis C virus test, HIV 
infection 2004

9
STAVUDINE, LOPINAVIR, TENOFOVIR, 

TENOFOVIR VIREAD, LOPINAVIR, STAVUDINE ORAL USE

Abdominal pain (Not recovered/not resolved), Hepatic steatosis (Not 
recovered/not resolved), Lactic acidosis (Fatal), Pancreatitis (Not 

recovered/not resolved), Pulseless electrical activity (Not recovered/not 
resolved)

Psychotic disorder, HIV infection, 
Encephalopathy 2005

10
BENDROFLUAZIDE, DIDANOSINE, TENOFOVIR, 

LAMIVUDINE
BENDROFLUAZIDE, LAMIVUDINE, TENOFOVIR 

DISOPROXIL, DIDANOSINE ORAL USE 454
Hepatic steatosis (Recovering/resolving), Lactic acidosis 

(Recovering/resolving) 442 2005

11
DIDANOSINE, RITONAVIR, LOPINAVIR, 
ZIDOVUDINE, TENOFOVIR, TENOFOVIR VIREAD, ZIDOVUDINE, KALETRA, DIDANOSINE 300mg ORAL USE 406

Acute kidney injury (Additional Fatal), Cardiac arrest (Fatal), Lactic 
acidosis (Additional Fatal), Post herpetic neuralgia (Unknown), Vomiting 

(Unknown) 405 2006

12

DIDANOSINE, RITONAVIR, LOPINAVIR, 
LOPINAVIR, ZIDOVUDINE, TENOFOVIR, 

TENOFOVIR
VIREAD, ZIDOVUDINE, LOPINAVIR, KALETRA, 

VIDEX 245mg ORAL USE 406 Acute kidney injury (Fatal), Lactic acidosis (Not recovered/not resolved)
Post herpetic neuralgia, HIV infection, 

Vomiting 2006

13 TENOFOVIR, TENOFOVIR VIREAD Lactic acidosis (Recovered/resolved), Proteinuria (Recovered/resolved) 2009

14 TENOFOVIR TENOFOVIR DISOPROXIL FUMARATE UNKNOWN Dyspnoea (Unknown), Infection (Unknown), Lactic acidosis (Unknown) Hepatitis B 2017

15
TENOFOVIR, TENOFOVIR, SPIRONOLACTONE, 

FUROSEMIDE

FUROSEMIDE, SPIRONOLACTONE, TENOFOVIR 
DISOPROXIL FUMARATE, TENOFOVIR 

DISOPROXIL FUMARATE 20mg UNKNOWN

Abdominal pain (Additional Fatal), Acute kidney injury (Additional Fatal), 
Alanine aminotransferase increased (Additional Fatal), Anion gap 

increased (Additional Fatal), Aspartate aminotransferase increased 
(Additional Fatal), Blood bicarbonate decreased (Additional Fatal), Blood 

bilirubin increased (Additional Fatal), Blood creatinine increased 
(Additional Fatal), Blood lactate dehydrogenase increased (Additional 
Fatal), Blood pH decreased (Additional Fatal), Blood urea increased 

(Additional Fatal), Fatigue (Additional Fatal), Glomerular filtration rate 
decreased (Additional Fatal), Lactic acidosis (Fatal), Multiple organ 
dysfunction syndrome (Additional Fatal), Nausea (Additional Fatal), 

PCO2 decreased (Additional Fatal), Urine output decreased (Additional 
Fatal), Vomiting (Additional Fatal) 10 Hepatitis B, Hepatic cirrhosis, Hypertension 2017

Table 1a - Data from table 1 broken down by aggregated patient age categories

Patient age group (years) Total
18-29 1
30-39 2
40-49 3
50-59 4

Unknown 5
Total 15

Table 1b - Data from table 1 broken down by aggregated patient sex categories

Patient sex Total
Female 2

Male 11
Unknown 2

Total 15
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