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	RIGHT TRIAL: Serious Adverse Event :
up to 90 Days
Rapid Intervention with GTN in Hypertensive Stroke Trial


TRIAL CONTACT: Telephone Number: 0115 8231769  Mob: 07850306318

	TRIAL SPONSOR
	University of Nottingham

	SAE NO

	Initials:
	Date of Birth:
	Trial Number:
	Age:
	Sex:




Section A: Event information

	Date (dd/mm/yyyy) and Time of Onset of Event (24 hr clock)

	

	Date and Time Deemed Serious
	

	Event Description



	Intensity of event
	MILD

MODERATE

SEVERE

	When did this event happen with regard to the treatment phase?
	BEFORE

DURING 

AFTER

	Serious Criteria (tick all that applies?
Death

Life threatening adverse event

Hospitalisation or hospitalisation prolonged

Persistent or significant disability/incapacity

Congenital anomaly/birth defect/carcenogenesis
Important medical event not fitting above  criteria
	YES     NO

YES     NO

YES     NO

YES     NO

YES     NO

YES     NO


	Causality

(detail all possible and suspected causes)
	

	Relationship to IMP
	DEFINITELY 
PROBABLY
POSSIBLY
NOT  RELATED

	Action taken regarding study drug
	NONE

DOSE INTERRUPTED

DISCONTINUED

	Clinical outcome


	RECOVERED
RECOVERED WITH SEQUELAE 

EVENT ONGOING 
DIED


Section B: Diagnostic evidence

	Specify the available diagnostic evidence
	YES/NO
	DETAILS

	Pathological
	YES       NO
	

	Radiological
	YES       NO
	

	ECG
	YES       NO
	

	Bacteriology
	YES       NO
	

	Biochemistry
	YES       NO
	

	Haematology
	YES       NO
	

	Clinical
	YES       NO
	

	Other
	YES       NO
	

	Comments
	
	


Section C: Investigator diagnosis

	Please circle the appropriate categorisation of SAE

	Expected Adverse Event in Stroke
Cardiac Failure
Cardiac arrhythmia

Complication of Initial Stroke

Death, unattended

Deep  vein Thrombosis

Extension of Initial Stroke

Extracranial bleeding

Fall/Collapse

Gastrointestinal haemorrhage

Hypertension: rebound

Hypotension

Intracranial bleeding

Myocardial Infarction

Pneumonia

Pulmonary Embolism

Recurrent or new stroke/TIA

Seizure

Urinary Tract Infection

Expected side effects of GTN

Angle closure glaucoma

Dizziness

Flushing

Headache

Heartburn

Nausea, vomiting

Postural Hypotension

Rash at patch application site

Rash generalised

Tachycardia
Others Please list:  



	Classification of Event
	SAE

SAR

SUSAR       (Complete CIOMS form, send to MHRA and  inform REC)


	NAME OF INVESTIGATOR 
	

	SIGNATUE OF INVESTIGATOR
	

	DATE OF SAE COMPLETION
	


	CHIEF INVESTIGATOR: Confirm Categorisation?
	Yes    No

	If no please state reason and recategorise:
	

	SIGNATUE OF CHIEF INVESTIGATOR
	

	DATE OF COMPLETION
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