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You searched for the following:

Report Date: >22/03/2023 <=01/03/2024

Study Type: Individual patient use

Case Decision: Accepted

Characterisation: Suspect,Interacting

Ingredient Name: cannabidiol,tetrahydrocannabinol, Tetrahydrocannabinol (THC),CANNABINOL,Tetrahydrocannabidiol

Number of Reports: 126
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Limitations of the data

This document contains information from reports of adverse events that the TGA has received in relation to therapeutic goods. It does not contain all
known information, and an assessment of the safety of a medicine cannot be made based on this information.

Causality

e The reports received by the TGA contain suspected associations that reflect the observations of an individual reporter. The reporter may be a health
professional, a sponsor, or a member of the public.

e Adverse events are suspected of being related to a therapeutic good, but this relationship is usually not certain - the symptom may be related to the
underlying illness or to other factors.

e There might be no relationship between the adverse event and the medicine - it may be a coincidence that the adverse event occurred when the
medicine was taken.
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Case no. Report Date Medicine (Onset Time in Days) Reaction
770037 23/03/2023 | Unspec | - (cannabidiol ; Psychotic disorder
ified tetrahydrocannabinol) - Suspect
770087 23/03/2023 | Male 54 (cannabidiol) - Suspect Hypersensitivity; Rash
770366 28/03/2023 | Male - (cannabidiol ; tetrahydrocannabinol) - Drug ineffective
(cannabidiol ; tetrahydrocannabinol} - Suspect
770428 28/03/2023 | Male 70 (cannabidiol) - Suspect Headache; Nausea; Vertigo
771981 17/04/2023 | Female | 0 (cannabidiol ; tetrahydrocannabinol) - | Pain
772280 20/04/2023 | Female | 42 cannabidiol) - Suspect- Lip blister; Lip swelling
7723680 20/04/2023 | Male 49 (cannabidiol ; tetrahydrocannabinol) - Suspect. Anxiety; Hyperhidrosis; Overdose;
Palpitations
772805 27/04/2023 | Male - (cannabidiol ; tetrahydrocannabinol) - | Drug ineffective
773156 01/05/2023 | Female | 31 (cannabidiol ; tetrahydrocannabinol) - Suspect- Posterior reversible encephalopathy
syndrome; Reversible cerebral
vasoconstriction syndrome
773499 04/05/2023 | Male 27 (cannabidiol) - Suspect Bronchospasm
773893 09/05/2023 | Male 72 (cannabidiol) - Suspect Muscle spasticity; Muscular weakness
775590 26/05/2023 | Female | <1 (cannabidiol) - Su speci?. Anger; Anxiety; Irritability
776353 | 02/06/2023 | Female | 10 (cannabidiol} - Suspect.; Adverse event
Trade Name Not Specified (budesonide ; formoterol fumarate dihydrate) -
; Trade Name Not Specified (zopiclone) - Concomitant‘
778008 20/06/2023 | Female | 78 (cannabidiol ; tetrahydrocannabinol) - Suspect Dizziness; Nausea
{cannabidiol ; tetrahydrocannabinol) -
Suspect
778387 23/06/2023 | Female | 73 Trade Name Not Specified (cannabidiol) - Suspect. Headache; Vomiting
779266 04/07/2023 | Female | - (cannabidiol ; tetrahydrocannabinol} - Suspect._ Anaphylactic reaction
780577 09/07/2023 | Male 48 (cannabidiol ; tetrahydrocannabinol) - Suspect . Anxiety; Headache; Nausea
(cannabidiol ; Tetrahydrocannabinol (THC})) - Suspect
780578 09/07/2023 | Female | 89 (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect {0 | Hepatic enzyme increased; Nausea
781194 11/07/2023 | Female | - {cannabidiol) - S,Lumﬁ_l;- Eye swelling; Nasal congestion; Rash
(delta-9-tetrahydrocannabinol) - Suspect.
781330 12/07/2023 | Female | 68 {cannabidiol) - Suspect. Blood pressure decreased
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tetrahydrocannabinol) - Suspect

781337 12/07/2023 | Male 30
781570 14/07/2023 | Unspec | -
ified
781903 18/07/2023 | Female | 65
782244 21/07/2023 | Male 60
782245 21/07/2023 | Male 63
782895 31/07/2023 | Male 20
782981 01/08/2023 | Female | 72
783071 02/08/2023 | Male 79
783102 02/08/2023 | Male -
783822 10/08/2023 | Unspec | -
ified
783826 10/08/2023 | Unspec | -
ified
785078 29/08/2023 | Male -
786431 14/09/2023 | Male 74
786586 18/09/2023 | Male -
786737 19/09/2023 | Male -
786769 19/09/2023 | Female | 28
786772 19/09/2023 | Female | 79
786985 21/09/2023 | Male 55
787070 22/09/2023 | Male 39

’

Suspect

(cannabidiol) - Suspect-
(cannabidiol) - Suspect.

tetrahydrocannabinol) - Suspect

tetrahydrocannabinol) - Suspect

tetrahydrocannabinol) - Suspect

Abdominal pain; Diarrhoea; Nausea

Suicide attempt

cannabidiol ; tetrahydrocannabinol) - Suspect.

Vertigo

(cannabidiol ;

Headache

(cannabidiol ; tetrahydrocannabinol) -

Drug ineffective

(cannabidiol ; tetrahydrocannabinol) -

Psychotic disorder

cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect

Blood pressure increased; Dysphoria

(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect

Asthenia; Dyspnoea; Tremor

(cannabidiol ; tetrahydrocannabinol) -

Product complaint; Product quality
issue

(cannabidiol ; tetrahydrocannabinol) -

(cannabidiol ; tetrahydrocannabinol) - Suspectl;_-
(cannabidiol ; tetrahydrocannabinol) - Suspect.

Hypoaesthesia; Paraesthesia oral

Condition aggravated; Paranoia

(tetrahydrocannabinol) - Suspect.

Balance disorder; Brain fog; Dizziness;
Dysarthria; Fatigue; Headache;
Insomnia; Tinnitus; Vision blurred

(cannabidiol) - Suspect

Vertigo

(cannabidiol ;

Product complaint

(cannabidiol ; tetrahydrocannabinol) -

Chest discomfort; Dyspnoea;
Headache

(cannabidiol ; tetrahydrocannabinol) - Suspect

Anxiety; Delusion of parasitosis;
Insomnia; Paranoia

(cannabidiol ;

Atrial fibrillation; Product intolerance;
Tremor

(cannabidiol ; tetrahydrocannabinol) -
(cannabidiol ;

Cough; Vomiting

(cannabidiol ; tetrahydrocannabinol) - Suspect
(cannabidiol ; tetrahydrocannabinol) -

Mental impairment
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Adverse event; Diarrhoea; Vomiting

(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect
(cannabidiol ; tetrahydrocannabinol) - Suspect ;

(cannabidiol ; tetrahydrocannabinol) -

Behaviour disorder

(cannabidiol ; tetrahydrocannabinol) -

; Trade Name Not Specified (diazepam) - Concomitant |;
Trade Name Not Specified (metformin hydrochloride) - Concomitant jl;
Trade Name Not Specified (quetiapine fumarate) - Concomitant.; Trade
Name Not Specified (rosuvastatin calcium) - Concomitant.; Trade Name
Not Specified (temazepam) - Concomitantll); Trade Name Not Specified
(tramadol hydrochloride) - Concomitant

Drug ineffective; Insomnia; Pain

(cannabidiol) - Suspectl

Aneurysm; Asthenia; Dehydration;
Diarrhoea; Product container seal
issue; Product leakage

(cannabidiol) - Suspectl

Liver function test abnormal

(cannabidiol ; tetrahydrocannabinol) -

Hypersensitivity

(Senna ; Senna leaf dry) - Concomitant.;_
(codeine phosphate hemihydrate ; paracetamol) - Concomitant jl;
(cannabidiol ;

tetrahydrocannabinol) - Suspect

Diarrhoea; Nausea

cannabidiol) - Suspeg_l

Confusional state

(cannabidiol ; tetrahydrocannabinol) -
(cannabidiol ;

tetrahydrocannabinol) - Suspect

Burning sensation

cannabidiol ; tetrahydrocannabinol) - Suspec_tl Dizziness
(cannabidiol) - Suspect- Suicidal behaviour
(cannabidiol ; tetrahydrocannabinol) - Suspect Dry mouth
(cannabidiol ; tetrahydrocannabinol) - Suspectl Headache

(cannabidiol ; delta-9-tetrahydrocannabinol) - Suspect.

Suicidal ideation

Anxiety; Depressed mood

787080 22/09/2023 | Female | 77
787251 26/09/2023 | Male 37
788016 05/10/2023 | Male 57
788251 09/10/2023 | Female | 86
788514 12/10/2023 | Male 72
789127 19/10/2023 | Unspec | 29
ified
789197 20/10/2023 | Female | 29
789198 20/10/2023 | Male 64
789207 20/10/2023 | Female | 71
789322 23/10/2023 | Male 58
789347 23/10/2023 | Male 24
790169 02/11/2023 | Male 41
790310 03/11/2023 | Female | 33
790426 06/11/2023 | Male 34
790706 09/11/2023 | Female | 50
791051 14/11/2023 | Female | 45

(cannabidiol ; tetrahydrocannabinol) - Suspect
(cannabidiol ; tetrahydrocannabinol) - Suspect

Agitated depression; Condition
aggravated; Nausea; Product taste
abnormal; Therapy non-responder;
Vomiting
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791554 20/11/2023 | Male - —(cannabidiol ; delta-9- Product storage error
tetrahydrocannabinol) - Suspect B
791574 20/11/2023 | Female | 49 (cannabidiol ; tetrahydrocannabinol) - Suspect.;- Bradycardia; Chest pain; Electric shock
(cannabidiol ; tetrahydrocannabinol) - sensation; Hypotension; Palpitations;
(cannabidiol ; Respiration abnormal
tetrahydrocannabinol) - Suspect ll; Superbly Green Sunny (cannabidiol ;
tetrahydrocannabinol) - Suspect jl; (cannabidiol ;
tetrahydrocannabinol) - Suspect
791587 20/11/2023 | Female | 75 _(cannabidiol ; tetrahydrocannabinol) - Suspect. Hypotension
791714 21/11/2023 | Male 27 Trade Name Not Specified (tetrahydrocannabinol) - Suspect. Paranoia; Psychotic disorder; Suicidal
ideation
791814 22/11/2023 | Male 27 (cannabidiol ; Cough; Internal haemorrhage;
tetrahydrocannabinol) - Suspect Vomiting
792107 24/11/2023 | Female | 37 (cannabidiol ; tetrahydrocannabinol) - Suspectl Anxiety; Condition aggravated
792167 27/11/2023 | Unspec | 23 (cannabidiol ; tetrahydrocannabinol) - Suspect | Migraine
ified
792996 06/12/2023 | Unspec | - Trade Name Not Specified (cannabidiol) - Suspectl Withdrawal syndrome
ified
793207 08/12/2023 | Female | 37 (cannabidiol ; tetrahydrocannabinol) - Suspect._ Nausea
793333 12/12/2023 | Female | 33 (cannabidiol ; tetrahydrocannabinol) - Suspect. Nervousness
793415 12/12/2023 | Male 31 (cannabidiol ; tetrahydrocannabinol) - Anxiety; Hallucination, auditory;
Sensory disturbance
793512 13/12/2023 | Female | 47 (cannabidiol ; tetrahydrocannabinol) - Productive cough
793972 20/12/2023 | Female | 27 (cannabidiol ; tetrahydrocannabinol) - Suspectl Diarrhoea
794478 29/12/2023 | Male 33 (cannabidiol ; tetrahydrocannabinol) - Suspect Product contamination microbial
794571 02/01/2024 | Male - Trade Name Not Specified (cannabidiol ; tetrahydrocannabinol) - Suspectl Paranoia; Psychotic disorder; Suicidal
I ideation
794580 02/01/2024 | Male 44 I'I'rade Name Not Specified (cannabidiol ; tetrahydrocannabinol) - Suspectl Mania; Psychotic disorder
795062 10/01/2024 | Male 30 (cannabidiol ; tetrahydrocannabinol) - Suspect. Anxiety; Overdose; Paranoia
795259 11/01/2024 | Female | 24 (cannabidiol ; tetrahydrocannabinol) - Suspect Anxiety; Nausea
796038 23/01/2024 | Female | - (cannabidiol) - Suspect. Product container seal issue
796281 25/01/2024 | Female | 47 (cannabidiol ; tetrahydrocannabinol) - Suspectl Nail disorder
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796283 25/01/2024 | Male 48 (cannabidiol) - Suspect. Abdominal discomfort
798112 31/01/2024 | Male 26 (cannabidiol ; tetrahydrocannabinol) - Suspectl Tachyphrenia
798113 31/01/2024 | Female | 48 (cannabidiol ; tetrahydrocannabinol) - Suspectl; Headache; Nausea
(tetrahydrocannabinol) - Suspectl
798114 31/01/2024 | Male 40 (cannabidiol ; tetrahydrocannabinol) - | Restless legs syndrome
(cannabidiol ; tetrahydrocannabinol)
798115 31/01/2024 | Male 55 (cannabidiol ; Cough
tetrahydrocannabinol) - Suspect
(cannabidiol ; tetrahydrocannabinol) - Suspect
(cannabidiol ; tetrahydrocannabinol) - Suspect
798117 31/01/2024 | Male 43 (cannabidiol ; Hyperhidrosis
tetrahydrocannabinol) - Suspect
798229 01/02/2024 | Male 26 (cannabidiol ; Oropharyngeal pain
tetrahydrocannabinol) - Suspect
(cannabidiol ; tetrahydrocannabinol) - Suspect
(cannabidiol ; tetrahydrocannabinol) - Suspect
798231 01/02/2024 | Female | 32 (cannabidiol ; tetrahydrocannabinol) - Suspectl Headache
799595 02/02/2024 | Male 37 (cannabidiol ; tetrahydrocannabinol) - Suspect Lethargy
800176 04/02/2024 | Female | 55 (cannabidiol ; tetrahydrocannabinol) - Suspect Psychotic disorder
800895 06/02/2024 | Female | 68 (cannabidiol ; Migraine
tetrahydrocannabinol) - Suspect
800967 06/02/2024 | Female | 46 (cannabidiol ; Cough
tetrahydrocannabinol) - Suspect
800968 06/02/2024 | Female | 37 (cannabidiol ; tetrahydrocannabinol) - Suspectl_ Oropharyngeal pain
800969 06/02/2024 | Male 52 cannabidiol ; tetrahydrocannabinol) - Suspectl Cough
800970 06/02/2024 | Male 40 (tetrahydrocannabinol) - Cough; Dyspnoea
801599 07/02/2024 | Female | 47 (cannabidiol ; tetrahydrocannabinol) - Suspect. Nausea
801600 07/02/2024 | Male 63 (cannabidiol ; tetrahydrocannabinol) - Suspectl Anxiety
801903 08/02/2024 | Female | 70 Hallucination, visual; Product label

—(cannabidiol ; tetrahydrocannabinol) - Suspect

issue; Therapeutic product effect
increased
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801965 08/02/2024 | Female | 53 (cannabidiol ; Headache
tetrahydrocannabinol) - Suspect
(cannabidiol ; tetrahydrocannabinol) - Suspect
802074 09/02/2024 | Male 41 (cannabidiol ; tetrahydrocannabinol) - Suspectl Lethargy
802075 09/02/2024 | Male 37 (cannabidiol ; Cough
tetrahydrocannabinol) - Suspect
802150 12/02/2024 | Male 22 (cannabidiol) - Suspect-; Trade Name Not Nightmare
Specified (colecalciferol) - Concomitant.; Trade Name Not Specified
(doxycycline) - Concomitant jll; Trade Name Not Specified (fludarabine
phosphate) - Concomitant
802151 12/02/2024 | Male - (cannabidiol ; tetrahydrocannabinol) - Suspect B Product dispensing error
802171 12/02/2024 | Male 33 (cannabidiol ; tetrahydrocannabinol) - Suspect ;- Dizziness; Nausea
cannabidiol ; tetrahydrocannabinol) - Suspectl
802172 12/02/2024 | Unspec | 78 (cannabidiol ; tetrahydrocannabinol) -Suspectl Diarrhoea; Product colour issue;
ified Product complaint; Product odour
abnormal; Product quality control
issue; Product taste abnormal;
Restlessness; Vomiting
802394 14/02/2024 | Female | 45 Trade Name Not Specified (cannabidiol ; tetrahydrocannabinol) - Suspectl Concomitant disease aggravated;
I Product prescribing issue;
Schizoaffective disorder bipolar type;
Substance abuse
802493 15/02/2024 | Female | 25 cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect. Brain fog
802585 16/02/2024 | Female | 35 (cannabidiol ; Anxiety
tetrahydrocannabinol) - Suspect
802729 19/02/2024 | Male 51 (cannabidiol ; tetrahydrocannabinol) - Suspect Dizziness postural
(tetrahydrocannabinol) - Suspect
802834 20/02/2024 | Male 32 (cannabidiol ; Cough
tetrahydrocannabinol) - Suspect
802930 21/02/2024 | Female | 36 (cannabidiol ; Cough
tetrahydrocannabinol) - Suspect
802933 21/02/2024 | Male 30 (cannabidiol ; tetrahydrocannabinol) - Suspect. Abdominal discomfort
803043 22/02/2024 | Female | 45 (cannabidiol ; tetrahydrocannabinol) - Suspect Aggression; Agitation; Mania
; Trade Name Not Specified (zuclopenthixol) - Concomitant.
803055 22/02/2024 | Male 26 (cannabidiol ; Cough

tetrahydrocannabinol) - Suspect
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803056 22/02/2024 | Female | 51 —(cannabidiol ; tetrahydrocannabinol) - Suspectl Abdominal discomfort
803057 22/02/2024 | Male 32 (cannabidiol ; Anxiety
tetrahydrocannabinol) - Suspect
803178 23/02/2024 | Male 44 (cannabidiol ; tetrahydrocannabinol) - Cough
803180 23/02/2024 | Female | 59 (cannabidiol) - Suspect. Nausea
803183 23/02/2024 | Female | 32 cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect.; Throat irritation
(cannabidiol ; tetrahydrocannabinol) - Suspect
803254 26/02/2024 | Male 55 (cannabidiol ; tetrahydrocannabinol) - Suspect Drug ineffective; Insomnia; Pain;
Product formulation issue
803405 27/02/2024 | Male 70 cannabidiol ; tetrahydrocannabinol) - Suspectl Dyspnoea; Oral candidiasis; Pharyngeal
swelling; Rash
803436 27/02/2024 | Male 79 cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect. Abnormal dreams; Headache
803437 27/02/2024 | Female | 44 (tetrahydrocannabinol) - Suspectl Apathy
803439 27/02/2024 | Female | 43 (cannabidiol ; tetrahydrocannabinol) - Headache
803440 27/02/2024 | Female | 39 (cannabidiol ; Oropharyngeal pain
tetrahydrocannabinol) - Suspect
803517 28/02/2024 | Male 42 (tetrahydrocannabinol) - Suspect. Irritability
803518 28/02/2024 | Male 34 (cannabidiol ; tetrahydrocannabinol) - | Brain fog
Suspect
803608 29/02/2024 | Female | 57 Trade Name Not Specified (cannabidiol ; tetrahydrocannabinol) - Suspectl Palpitations; Product formulation
I issue; Sleep disorder; Tremor
803621 29/02/2024 | Male 32 (cannabidiol ; tetrahydrocannabinol) - | Cough
803622 29/02/2024 | Male 38 cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect._ Abdominal discomfort
803710 01/03/2024 | Male 37 (cannabidiol ; tetrahydrocannabinol) - Suspect. Malaise

Page 9 of 9






