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	PARTICIPANT DETAILS  

First Name: __________________________

Surname: __________________________
/
/
d
m
m
m
d
y
y
y
y

Date of Birth: 

NHS Number: 

House Number/Name: __________________________

Street Address:  __________________________

Town/City: __________________________

County: __________________________

Postcode: __________________________

Phone Number: 

Email Address: __________________________



	
FORM COMPLETED BY (NAME): _____________________________

/
/
d
m
m
m
d
y
y
y
y

DATE FORM COMPLETED: 
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	CO-ENROLMENT 

Is the participant taking part in any other study?  Yes ☐    No ☐    

If yes, please enter name(s) of studies co-enrolled to:  
1.	Study Name: __________________________
2.	Study Name: __________________________
3.	Study Name: __________________________
4.	Study Name: __________________________

Please include all co-enrolled studies, i.e. observational and interventional studies

	
FORM COMPLETED BY (NAME): _____________________________

/
/
d
m
m
m
d
y
y
y
y

DATE FORM COMPLETED: 
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	SECTION 1: INFORMED CONSENT

1. INFORMED CONSENT RECEIVED?   
    YES ☐     NO ☐ (specify reason why below):
Participant died in hospital before receiving consent ☐
Participant died after hospital discharge prior to recieving consent ☐
No response received from participant/consultee post hospital discharge ☐ 
                                                                                                                                                   
Participant prefered to not discuss the trial (specify reason why below) ☐

Reason: _________________________________________________________     Not given/not known ☐
Consultee prefered to not discuss the trial (specify reason why below) ☐	

Reason: __________________________________________________________    Not given/not known ☐

Participant or consultee decided that they do not want to complete follow-up questionnaires (specify reason why below) ☐
      
       Reason: __________________________________________________________    Not given/not known ☐	
     Participant or consultee stated objection to sharing of data with other researchers ☐
                             
    
      Reason: __________________________________________________________    Not given/not known ☐
    
      Participant or consultee stated objection to the collection and sharing of data from routine health data           sources  
       Reason: __________________________________________________________    Not given/not known ☐

2. CONSENT RECEIVED FROM:
Participant ☐            
/
/
d
m
m
m
d
y
y
y
y

Date consent received: 

Participation in patient reported outcome measures (questionnaires)  Yes ☐
    No* ☐

Collection and sharing of data for future ethically approved research Yes ☐
    No* ☐
*Complete withdrawal CRF

Personal Consultee ☐    

Date consent received:   /
/
d
m
m
m
d
y
y
y
y

     	 
Participation in patient reported outcome measures (questionnaires)  Yes ☐
    No* ☐

Collection and sharing of data for future ethically approved research Yes ☐
    No* ☐
*Complete withdrawal CRF

Professional Consultee ☐    
/
/
d
m
m
m
d
y
y
y
y

Date consent received:        	 

Participation in patient reported outcome measures (questionnaires)  Yes ☐
    No* ☐

Collection and sharing of data for future ethically approved research Yes ☐
    No* ☐	
*Complete withdrawal CRF

	SECTION 2: HOSPITAL DISCHARGE 

1. SURVIVAL STATUS AT DISCHARGE: Alive ☐
    Deceased ☐ 
/
/
d
m
m
m
d
y
y
y
y

2. DATE OF HOSPITAL DISCHARGE: 
/
/
d
m
m
m
d
y
y
y
y

3. DATE OF DEATH: 

4. NEUROLOGICAL OUTCOME IF PATIENT STILL INPATIENT AT 30 DAYS:

4a.  mRS at 30 days in-hospital (0-6): 
       0 ☐            1 ☐               2 ☐               3 ☐              4 ☐              5 ☐              6 ☐              
    /
/
d
m
m
m
d
y
y
y
y

       4b. Date of mRS assessment: 


      4c. Method of mRS assessment:          In-person ☐    Hospital notes  ☐                    

       Other (please specify) ☐   __________________






SECTION 3: COMORBIDITES 


None  ☐

End stage renal failure requiring renal replacement therapy  ☐

Congestive cardiac failure   ☐
 
Chronic lung disease  ☐

Coronary heart disease  ☐

Dementia  ☐

Diabetes requiring medication  ☐

Hypertension  ☐

Uncontrolled or active malignancy   ☐

Morbid obesity (BMI >35)  ☐



	
FORM COMPLETED BY (NAME): _____________________________
/
/
d
m
m
m
d
y
y
y
y

DATE FORM COMPLETED: 
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	NATIONAL DATA OPT-OUT 

1. Participant currently alive: Yes ☐    No ☐   


2. Has the participant opted-out from the use of their records for research purposes in the National Data Opt-out?  

Yes ☐        No ☐        Not known☐

/
/
d
m
m
m
d
y
y
y
y

3. Date completed check: 




If participant has opted out, please do not collect any more data for this participant or approach for consent and complete a withdrawal form.


	
FORM COMPLETED BY (NAME): _____________________________
/
/
d
m
m
m
d
y
y
y
y

DATE FORM COMPLETED: 
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	SURVIVAL CHECKS 


1. Survival Check Timepoint: 
In Hospital ☐   3 months ☐   6 months ☐   Unscheduled check: ☐  

2. Source: 
              Hospital ☐   NHS Digital ☐   GP ☐   Other (specify): ☐  __________________________

/
/
d
m
m
m
d
y
y
y
y

3. Date completed check:


 
4. Participant alive? Yes ☐    No ☐   


	
FORM COMPLETED BY (NAME): _____________________________
/
/
d
m
m
m
d
y
y
y
y

DATE FORM COMPLETED: 
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		/
/
d
m
m
m
d
y
y
y
y

1. DATE OF WITHDRAWAL: 

2. WITHDRAWAL STATUS:
Please select all that apply:

a. Participant has withdrawn from patient reported outcome measures (questionnaires) ☐
b. Participant has withdrawn from collection and sharing of data from routine data sources ☐
c. Participant has withdrawn from collection and sharing of data for future ethically approved research ☐
d. Participant has withdrawn completely and will not be followed up ☐	
e. Participant has opted out as part of the national data opt out ☐
     
3. WITHDRAWN BY:
Participant decision ☐     Personal Consultee decision ☐    Professional Consultee decision ☐ 	
Trial team ☐

4. MAIN REASON FOR WITHDRAWAL: __________________________________________



	
FORM COMPLETED BY (NAME): __________________________

/
/
d
m
m
m
d
y
y
y
y

DATE FORM COMPLETED: 
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	ADVERSE EVENTS 
Please make a separate entry for: 
· All new adverse events
· All new adverse events which have increased severity 
· All medical conditions present at cardiac arrest which have worsened 

	Did the participant experience any recordable adverse events between randomisation and hospital discharge?                      No ☐               Yes  ☐             

	No.
	Adverse Event 
(Diagnosis)
	Adverse Event Onset Date
(DD/MMM/YYYY)
	Relationship to Trial Intervention

1 = Definitely
2 = Probably
3 = Possibly

	Outcome
1 = Recovered/Resolved
2 = Recovered/Resolved with Sequelae 
3 = Ongoing at end of trial
4 = Fatal
  5 = Unknown 

	Adverse Event End Date
(DD/MMM/YYYY)




	1
	     	D
	D
	M
	M
	M
	2
	0
	Y
	Y
	☐	☐	D
	D
	M
	M
	M
	2
	0
	Y
	Y

	2
	     	D
	D
	M
	M
	M
	2
	0
	Y
	Y
	☐	☐	D
	D
	M
	M
	M
	2
	0
	Y
	Y

	3
	     	D
	D
	M
	M
	M
	2
	0
	Y
	Y
	☐	☐	D
	D
	M
	M
	M
	2
	0
	Y
	Y

	4
	     	D
	D
	M
	M
	M
	2
	0
	Y
	Y
	☐	☐	D
	D
	M
	M
	M
	2
	0
	Y
	Y

	5
	     	D
	D
	M
	M
	M
	2
	0
	Y
	Y
	☐	☐	D
	D
	M
	M
	M
	2
	0
	Y
	Y
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	PLEASE COMPLETE THIS FORM TO REPORT ANY PROTOCOL NON-COMPLIANCES 
/
/
d
m
m
m
d
y
y
y
y

DATE OF EVENT:  

	EVENT DETAILS:
(Include full details of the non-compliance i.e. exact nature of the event, how and when you became aware,
what investigations were undertaken, the implications of the findings, how this event has impacted (or had the potential to impact) either patient safety and/or scientific quality/data credibility, the root cause of the finding)








	CORRECTIVE ACTIONS:
(Give details of what immediate corrective action(s) were taken to rectify the situation and minimise the impact of the finding. Consider person responsible, who will be involved, stipulate timelines, consider impact on other areas, additional approvals needed)

	PREVENTATIVE ACTIONS:
(Give details of what actions will be/have been implemented to ensure the event does not happen again. Ensure actions relate to root cause. Consider if Quality Assurance procedures require updating, person responsible, who will be involved. Stipulate timelines, ensure actions are measurable)







	
FORM COMPLETED BY (NAME): _________________________

DATE FORM COMPLETED: /
/
d
m
m
m
d
y
y
y
y
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PLEASE RECORD ANY ADDITIONAL IMPORTANT INFORMATION HERE (e.g. identified pregnancy following randomisation). This form should only be completed with information you cannot capture elsewhere in the CRF and is relevant to the patient’s condition & involvement in the trial.

	





































FORM COMPLETED BY (NAME): _________________________

DATE FORM COMPLETED: /
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