Aclasta Product Analysis Print

All UK spontaneous suspected Adverse Drug Reaction (ADR) reports associated with Aclasta up to and including 1st September

2026.

Report run: 1st September 2026

Reaction MedDRA SOC Name

Reaction MedDRA HLGT Name

Reaction MedDRA HLT Name

Reaction MedDRA PT Name

Reaction Total

Fatal

Ear and labyrinth disorders

Blood and lymphatic system disorders Anaemias nonhaemolytic and marrow | Anaemias NEC Anaemia 1 0

depression Marrow depression and hypoplastic | Aplastic anaemia 1 1

anaemias Bone marrow failure 1 0

Platelet disorders Thrombocytopenias Thrombocytopenia 2 0

White blood cell disorders Leukocytoses NEC Neutrophilia 1 0

Neutropenias Neutropenia 1 1

Total 7 2

Cardiac disorders Cardiac arrhythmias Rate and rhythm disorders NEC Bradycardia 1 0

Tachycardia 1 0

Supraventricular arrhythmias Atrial fibrillation 12 1

Supraventricular tachycardia 1 0

Cardiac disorders, signs and Cardiac signs and symptoms NEC Palpitations 9 0
symptoms NEC

Cardiac valve disorders Mitral valvular disorders Mitral valve incompetence 1 0

Coronary artery disorders Ischaemic coronary artery Angina pectoris 1 0

disorders Myocardial infarction 1 0

Heart failures Heart failures NEC Cardiac failure 3 2

Cardiac failure congestive 1 0

Total 31 3

0

0

0

0

0

Hearing disorders

Hearing losses

Deafness transitory

Hyperacusia

Hyperacusis

Inner ear and Vllith cranial nerve
disorders

Inner ear signs and symptoms

Tinnitus

Vertigo

Total
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Endocrine disorders

Endocrine and glandular disorders

Polyglandular endocrine disorders

Polyglandular disorder

NEC ! 0
Total 1 0
Eye disorders Eye disorders NEC Lacrimation disorders Dry eye 2 0
Ocular disorders NEC Eye pain 10 0
Eye swelling 1 0
Ocular infections, irritations and Iris and uveal tract infections, Iritis 6 0
inflammations irritations and inflammations Uveitis 2 0
Ocular infections, inflammations Eye inflammation 1 0
and associated manifestations Eye irritation 2 0
Ocular hyperaemia 4 0
Ocular neuromuscular disorders Eyelid movement disorders Eyelid ptosis 1 0
Ocular sensory symptoms NEC Ocular sensation disorders Photophobia 3 0
Vision disorders Visual disorders NEC Diplopia 1 0
Vision blurred 8 0
Visual impairment and blindness Blindness 2 0
(excl colour blindness) Visual impairment > 0
Total 45 0
Gastrointestinal disorders Dental and gingival conditions Dental disorders NEC Tooth disorder 2 0
Dental pain and sensation Toothache 1 0
disorders
Gingival disorders, signs and Gingival disorder 1 0
symptoms NEC
Gastrointestinal haemorrhages NEC Non-site specific gastrointestinal Gastrointestinal haemorrhage 1 0
haemorrhages
Gastrointestinal inflammatory Gastritis (excl infective) Gastritis 3 0
conditions
Gastrointestinal motility and Diarrhoea (excl infective) Diarrhoea 11 0
defaecation conditions Gastrointestinal atonic and Gastrooesophageal reflux 2 0
hypomotility disorders NEC disease
Gastrointestinal signs and symptoms Dyspeptic signs and symptoms Dyspepsia 1 0
Flatulence, bloating and distension | Abdominal distension 2 0
Gastrointestinal and abdominal Abdominal pain 7 0
pains (excl oral and throat) Abdominal pain upper 3 0
Gastrointestinal signs and Abdominal discomfort 3 0
symptoms NEC Anal incontinence 2 0
Dysphagia 1 0




Nausea and vomiting symptoms Nausea 20 0
Vomiting 17 0
Gastroir)testinal ulceration and Intestinal ulcers and perforation Large intestine perforation 1 0
perforation NEC

Oral soft tissue conditions Oral soft tissue disorders NEC Oral disorder 1 0
Oral soft tissue signs and Oral mucosal blistering 1 0
symptoms Oral mucosal eruption 1 0
Oral pain 2 0
Oral soft tissue swelling and Lip swelling 1 0

oedema
Stomatitis and ulceration Mouth ulceration 4 0
Stomatitis 2 0
Salivary gland conditions Oral dryness and saliva altered Dry mouth 2 0
Sicca syndrome 1 0
Tongue conditions Tongue disorders Tongue geographic 1 0
Tongue signs and symptoms Glossodynia 3 0
Swollen tongue 2 0
Tongue dry 1 0
Total 100 0
General disorders and administration site Administration site reactions Administration site reactions NEC Administration site extravasation 1 0
conditions Infusion site reactions Infusion site discomfort 1 0
Infusion site erythema 1 0
Infusion site extravasation 2 0
Infusion site pain 1 0
Infusion site swelling 1 0
Injection site reactions Injection site rash 1 0
Injection site swelling 2 0
Body temperature conditions Febrile disorders Pyrexia 24 0
Fatal outcomes Death and sudden death Death 1 1
General system disorders NEC Asthenic conditions Asthenia 12 0
Fatigue 21 0
Malaise 34 0
Feelings and sensations NEC Chills 13 0
Feeling abnormal 4 0
0

Feeling cold
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Feeling hot

Feeling of body temperature
change

Thirst

Gait disturbances

Gait disturbance

Gait inability

General signs and symptoms NEC

Concomitant disease aggravated

Condition aggravated

Crying

General physical health
deterioration

lliness

Influenza like iliness

Peripheral swelling

Swelling

Swelling face

Inflammations

Inflammation

Oedema NEC

Oedema peripheral

Pain and discomfort NEC

Chest discomfort

Chest pain

Discomfort

Facial pain
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Tenderness

Therapeutic and nontherapeutic
effects (excl toxicity)

Interactions

Drug interaction

Therapeutic and nontherapeutic
responses

Drug ineffective

Drug intolerance

Tissue disorders NEC

Healing abnormal NEC

Impaired healing

Trophic disorders

Calcinosis

Ulcers NEC

Ulcer
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253
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Hepatobiliary disorders

Hepatic and hepatobiliary disorders

Hepatic enzymes and function
abnormalities

Hepatic function abnormal

Total

Immune system disorders

Allergic conditions

Allergic conditions NEC

Hypersensitivity

Drug hypersensitivity
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Allergies to foods, food additives,
drugs and other chemicals

Reaction to excipient

-

o

Anaphylactic and anaphylactoid
responses

Anaphylactoid reaction

-

0

Immunodeficiency syndromes Immunodeficiency disorders NEC Immunodeficiency 1 0

Total 5 0

Infections and infestations Bacterial infectious disorders Bacterial infections NEC Cellulitis 1 0

Helicobacter infections Helicobacter infection 1 0

Staphylococcal infections Furuncle 1 0

Staphylococcal infection 1 0

Infections - pathogen unspecified Abdominal and gastrointestinal Diverticulitis 2 0
infections

Dental and oral soft tissue Gingivitis 1 0

infections Pulpitis dental 1 0

Tooth abscess 2 0

Tooth infection 1 0

Hepatobiliary and spleen infections | Biliary sepsis 1 0

Infections NEC Abscess 1 0

Infection 3 0

Lower respiratory tract and lung Lower respiratory tract infection 5 0

infections Pneumonia 3 5

Sepsis, bacteraemia, viraemia and Neutropenic sepsis 1 0

fungaemia NEC Sepsis 1 0

Upper respiratory tract infections Laryngitis 1 0

Nasopharyngitis 1 0

Urinary tract infections Urinary tract infection 4 0

Total 32 2

Injury, poisoning and procedural Bone and joint injuries Fractures and dislocations NEC Fracture 1 0

complications Joint dislocation 1 0

Limb fractures and dislocations Ankle fracture 1 0

Atypical femur fracture 2 0

Femoral neck fracture 1 0

Femur fracture 1 0

Foot fracture 1 0

Hip fracture 3 0

Spinal fractures and dislocations Lumbar vertebral fracture 1 0




Spinal fracture 1 0
Injuries NEC Non-site specific injuries NEC Fall 2 0
Site specific injuries NEC Limb injury 1 0
Skin injuries NEC Contusion 1 0
Medication errors and other product Medication errors, product use Product use in unapproved 4 0
use errors and issues errors and issues NEC indication
Product administration errors and Inappropriate schedule of product 9 0
issues administration
Incorrect dose administered 1 0
Incorrect route of product 1 0
administration
Product prescribing errors and Product prescribing error 1 0
issues
Off label uses and intentional product | Off label uses Off label use 1 0
misuses/use issues
Procedural related injuries and Eye and ear procedural Fibrin deposition on lens 1 0
complications NEC complications postoperative
Gastrointestinal and hepatobiliary Procedural nausea 1 0
procedural complications
Non-site specific procedural Procedural pain 1 0
complications
Total 30 0
Investigations Cardiac and vascular investigations Heart rate and pulse investigations Heart rate abnormal 1 0
(excl enzyme tests) Heart rate decreased 1 0
Heart rate increased 4 0
Heart rate irregular 1 0
Vascular tests NEC (incl blood Blood pressure decreased 2 0
pressure) Blood pressure diastolic 1 0
increased
Blood pressure increased 2 0
Enzyme investigations NEC Tissue enzyme analyses NEC Blood alkaline phosphatase 1 0
increased
Gastrointestinal investigations Gastrointestinal and abdominal Colonoscopy 1 0
imaging procedures
Haematology investigations (incl Bone marrow and immune tissue Biopsy bone marrow 1 0
blood groups) histopathology procedures
Haematological analyses NEC Red blood cell sedimentation rate 9 0
increased
Red blood cell analyses Haemoglobin decreased 1 0
Immunology and allergy Autoimmunity analyses Antineutrophil cytoplasmic 1 0

investigations

antibody increased




Musculoskeletal and soft tissue

Musculoskeletal and soft tissue

Biopsy bone

. o ) 1 0
investigations (excl enzyme tests) histopathology procedures
Neurological, special senses and Ophthalmic function diagnostic Intraocular pressure increased 1 0
psychiatric investigations procedures
Physical examination and organ Physical examination procedures Body temperature abnormal 1 0
system status topics and organ system status Body temperature fluctuation p 0
Body temperature increased 1 0
General physical condition 1 0
abnormal
Weight decreased 4 0
Protein and chemistry analyses NEC Chemistry analyses NEC Inflammatory marker increased 1 0
Protein analyses NEC Blood albumin decreased 1 0
C-reactive protein increased 5 0
Renal and urinary tract investigations | Renal function analyses Blood creatinine increased 3 0
and urinalyses Blood urea increased 1 0
Glomerular filtration rate 1 0
decreased
Urinalysis NEC Blood urine present 1 0
Urinary tract function analyses NEC | Urine output decreased 1 0
Reproductive organ and breast Fertility analyses and other Spermatozoa progressive motility
investigations (excl hormone reproductive function procedures decreased 1 0
analyses)
Water, electrolyte and mineral Mineral and electrolyte analyses Blood calcium decreased 1 0
investigations Blood iron decreased 1 0
Blood sodium decreased 1 0
Total 47 0
Metabolism and nutrition disorders Appetite and general nutritional Appetite disorders Decreased appetite 7 0
disorders Hypophagia 1 0
Bone, calcium, magnesium and Calcium metabolism disorders Hypocalcaemia 1 0
phosphorus metabolism disorders
Electrolyte and fluid balance Total fluid volume decreased Dehydration 4 0
conditions
Vitamin related disorders Fat soluble vitamin deficiencies and | Vitamin D deficiency 1 0
disorders
Total 14 0
Musculoskeletal and connective tissue Bone disorders (excl congenital and Bone disorders NEC Bone disorder 7 0
disorders fractures) Bone lesion 3 0
Bone loss 1 0
Osteonecrosis 6 0




Osteonecrosis of jaw 5 0
Bone related signs and symptoms Bone pain 12 0
Bone swelling 1 0
Pain in jaw 5 0
Metabolic bone disorders Osteoporosis 1 0
Connective tissue disorders (excl Connective tissue disorders NEC Polymyalgia rheumatica 1 0
congenital) Lupus erythematosus (incl Systemic lupus erythematosus 1 0
subtypes)
Joint disorders Arthropathies NEC Arthritis 1 0
Arthropathy 1 0
Joint related signs and symptoms Arthralgia 35 0
Joint effusion 2 0
Joint stiffness 5 0
Joint swelling 8 0
Joint warmth 1 0
Osteoarthropathies Osteoarthritis 4 0
Rheumatoid arthropathies Rheumatoid arthritis 2 0
Spondyloarthropathies Arthritis reactive 2 0
Muscle disorders Muscle infections and Myositis 9 0
inflammations
Muscle pains Myalgia 29 0
Muscle related signs and Muscle disorder 1 0
symptoms NEC Muscle spasms 4 0
Muscle swelling 1 0
Muscle tightness 1 0
Muscle weakness conditions Muscular weakness 4 0

Musculoskeletal and connective

Extremity deformities

Hand deformity

tissue deformities (incl intervertebral 1 0
disc disorders)

Musculoskeletal and connective Musculoskeletal and connective Back disorder 1 0

tissue disorders NEC tissue conditions NEC Mobility decreased 6 0

Muscle contracture 1 0

Musculoskeletal disorder 1 0

Musculoskeletal stiffness 7 0

Musculoskeletal and connective Back pain 8 0

tissue pain and discomfort Limb discomfort p 0




Musculoskeletal chest pain 4 0
Musculoskeletal discomfort 2 0
Musculoskeletal pain 1 0
Neck pain 8 0
Pain in extremity 19 0
Soft tissue disorders NEC Groin pain 2 0
Synovial and bursal disorders Synovial disorders Synovitis 1 0
Total 209 0
Neoplasms benign, malignant and Cutaneous neoplasms benign Skin neoplasms benign Acrochordon 2 0
unspecified (incl cysts and polyps) Metastases Metastases to specified sites Metastases to bone 1 0
Miscellaneous and site unspecified Neoplasms malignant site Metastatic neoplasm 1 0
neoplasms malignant and unspecified | unspecified NEC
Renal and urinary tract neoplasms Renal neoplasms malignant Renal cell carcinoma 1 0
malignant and unspecified
Respiratory and mediastinal Respiratory tract and pleural Lung neoplasm malignant
neoplasms malignant and unspecified | neoplasms malignant cell type 1 0
unspecified NEC
Total 6 0
Nervous system disorders Central nervous system vascular Central nervous system Cerebrovascular accident
disorders haemorrhages and cerebrovascular 2 0
accidents
Transient cerebrovascular events Transient ischaemic attack 1 0
Demyelinating disorders Multiple sclerosis acute and Multiple sclerosis relapse 1 0
progressive
Headaches Headaches NEC Headache 30 0
Migraine headaches Migraine 2 0
Mental impairment disorders Memory loss (excl dementia) Amnesia 1 0
Memory impairment 1 0
Mental impairment (excl dementia Disturbance in attention 9 0
and memory loss)
Movement disorders (incl Dyskinesias and movement Hypokinesia 2 0
parkinsonism) disorders NEC Movement disorder 1 0
Paralysis and paresis (excl cranial Paralysis 1 0
nerve)
Tremor (excl congenital) Tremor 9 0
Neurological disorders NEC Coordination and balance Balance disorder 3 0
disturbances Dysstasia 1 0
Disturbances in consciousness Lethargy 3 0
NEC Loss of consciousness 3 0




Somnolence 2 0
Syncope 3 0
Neurological signs and symptoms Dizziness 17 0
NEC Head discomfort 1 0
Unresponsive to stimuli 1 0
Paraesthesias and dysaesthesias Burning sensation 5 0
Hypoaesthesia 2 0
Paraesthesia 4 0
Sensory abnormalities NEC Ageusia 1 0
Dysgeusia 1 0
Neuralgia 1 0
Sensory disturbance 1 0
Sensory loss 1 0
Taste disorder 2 0
Speech a.n.d language Speech disorder 1 0
abnormalities
Neuromuscular disorders Neuromuscular disorders NEC Muscle contractions involuntary 1 0
Seizures (incl subtypes) Seizures and seizure disorders Epilepsy 1 0
NEC Seizure 2 0
Spinal cord and nerve root disorders L_umbar spinal cord and nerve root Sciatica 1 0
disorders
Total 111 0
Psychiatric disorders Anxiety disorders and symptoms Anxiety symptoms Anxiety 1 0
Changes in physical activity Increased physical activity levels Restlessness 1 0
Deliria (incl confusion) Confusion and disorientation Confusional state 8 0
Disorientation 2 0
Deliria Delirium 1 0
Depressed mood disorders and Depressive disorders Depression 3 0
disturbances Mood alterations with depressive Depressed mood 4 0

symptoms

Disturbances in thinking and
perception

Hallucinations (excl sleep-related)

Hallucination

Eating disorders and disturbances

Eating disorders NEC

Eating disorder

Mood disorders and disturbances
NEC

Emotional and mood disturbances
NEC

Emotional distress

Fluctuating mood symptoms

Mood swings

Mood disorders NEC

Apathy
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Personality disorders and

Behaviour and socialisation

Paranoia

disturbances in behaviour disturbances ! 0
Psychiatric and behavioural Psychiatric symptoms NEC Psychiatric symptom 1 0
symptoms NEC
Sleep disorders and disturbances Disturbances in initiating and Insomnia 7 0
maintaining sleep
Dyssomnias Poor quality sleep 1 0
Suicidal and self-injurious behaviours | Suicidal and self-injurious Suicidal ideation 1 0
NEC behaviour Suicide attempt 1 0
Total 37 0
Renal and urinary disorders Bladder and bladder neck disorders Myoneurogenic bladder disorders Hypertonic bladder 1 0
(excl calculi)
Nephropathies Nephritis NEC Tubulointerstitial nephritis 1 0
Renal disorders (excl nephropathies) | Renal failure and impairment Acute kidney injury 8 1
Anuria 1 0
Renal failure 1 0
Urinary tract signs and symptoms Bladder and urethral symptoms Pollakiuria 1 0
Urinary incontinence 1 0
Urinary abnormalities Haematuria 2 0
Urinary tract signs and symptoms Renal pain 1 0
NEC
Total 17 1
Reproductive system and breast disorders Breast disorders Breast disorders NEC Breast mass 1 0
Penile and scrotal disorders (excl Scrotal disorders NEC Scrotal mass 1 0
infections and inflammations)
Sexual function and fertility disorders Sexual function and fertility Infertility male 1 0
disorders NEC
Testicular and epididymal disorders Testicular and epididymal disorders | Testicular pain 2 0
NEC Testicular swelling 1 0
Vulvovaginal disorders (excl Vulvovaginal disorders NEC Vaginal haemorrhage 1 0
infections and inflammations)
Total 7 0
Respiratory, thoracic and mediastinal Bronchial disorders (excl neoplasms) | Bronchospasm and obstruction Asthma 2 0
disorders Chronic obstructive pulmonary 1 0
disease
Lower respiratory tract disorders (excl | Parenchymal lung disorders NEC Emphysema 1 0
obstruction and infection) Pulmonary oedemas Acute pulmonary oedema 1 0
Respiratory disorders NEC Breathing abnormalities Dyspnoea 16 0
Cough 1 0




Coughing and associated

Productive cough

symptoms 1 0
Respiratory failures (excl neonatal) | Respiratory failure 2 1
Respiratory tract disorders NEC Lung disorder 1 0
Respiratory tract signs and symptoms | Upper respiratory tract signs and Aphonia 1 0
symptoms Dysphonia 1 0
Oropharyngeal pain 4 0
Rhinorrhoea 1 0
Throat tightness 1 0
Upper respiratory tract disorders (excl | Laryngeal spasm, oedema and Laryngospasm 1 y
infections) obstruction
Nasal disorders NEC Epistaxis 3 0
Paranasal sinus disorders (excl Sinus congestion 1 0
infections and neoplasms)
Total 39 2
Skin and subcutaneous tissue disorders Cornification and dystrophic skin Hyperkeratoses Hyperkeratosis 3 0
disorders Skin dystrophies Skin wrinkling 2 0
Epidermal and dermal conditions Bullous conditions Dermatitis bullous 1 0
Dermal and epidermal conditions Pain of skin 2 0
NEC Skin discolouration 2 0
Dermatitis and eczema Dermatitis 1 0
Eczema 1 0
Skin irritation 1 0
Erythemas Erythema 4 0
Photosensitivity and Photosensitivity reaction 1 0
photodermatosis conditions
Pruritus NEC Pruritus 6 0
Rashes, eruptions and exanthems Rash 4 0
NEC Rash macular 1 0
Rash pruritic 2 0
Skin and subcutaneous tissue Skin and subcutaneous conditions Excessive granulation tissue 1 0
disorders NEC NEC
Skin and subcutaneous tissue Skin ulcer 3 0
ulcerations
Skin appendage conditions Alopecias Alopecia 6 0
Madarosis 2 0
Cold sweat 1 0




Apocrine and eccrine gland Hyperhidrosis 4 0
disorders Night sweats 1 0
Nail and nail bed conditions (excl Nail discolouration 2 0
infections and infestations) Nail disorder 1 0
Nail ridging 1 0
Skin vascular abnormalities Skin vasculitides Vasculitic rash 1 0
Total 54 0
Social circumstances Lifestyle issues Disability issues Bedridden 1 0
Social issues NEC Poor personal hygiene 3 0
Total 4 0
Surgical and medical procedures Bone and joint therapeutic Bone therapeutic procedures NEC Bone debridement 1 0
procedures Sequestrectomy 1 0
Head and neck therapeutic Dental and gingival therapeutic Tooth extraction 1 0
procedures procedures
Respiratory tract therapeutic Respiratory tract therapeutic Mechanical ventilation 1 0
procedures procedures NEC
Therapeutic procedures and Therapeutic procedures NEC Debridement 3 0
supportive care NEC
Total 7 0
Vascular disorders Arteriosclerosis, stenosis, vascular Peripheral vasoconstriction, Peripheral coldness 3 0
insufficiency and necrosis necrosis and vascular insufficiency Raynaud's phenomenon 2 0
Decreased and nonspecific blood Circulatory collapse and shock Circulatory collapse 1 0
pressure disorders and shock Vascular hypotensive disorders Hypotension 2 0
Embolism and thrombosis Peripheral embolism and Thrombophlebitis 1 0
thrombosis
Vascular disorders NEC Non-site specific vascular disorders | Capillary disorder 1 0
NEC Vasodilatation 1 0
Peripheral vascular disorders NEC Cyanosis 1 0
Peripheral vascular disorder 1 0
Site specific vascular disorders Pallor 1 0
NEC
Vascular hypertensive disorders Vascular hypertensive disorders Hypertension 6 0
NEC
Vascular infections and Arterial infections and Giant cell arteritis 1 0
inflammations inflammations
Vasculitides NEC Vasculitis 1 0
Total 22 0

TOTAL REACTIONS FOR DRUG

1,085




TOTAL FATAL OUTCOME REPORTS

1"

TOTAL REPORTS

274




