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Identification and characterization of the clinical toxicology of novel psychoactive substances (NPS) by laboratory analysis of biological samples from recreational drug users.

Consent form (Person previously included when they did not have capacity) version 1.5: date 20/4/2015


Identification and characterization of the clinical toxicology of novel psychoactive substances (NPS) by laboratory analysis of biological samples from recreational drug users.

Consent Form (Person previously included when they did not have capacity)

Name of Lead Researcher: Dr 
Please initial box

	1. 
	I understand that I was included in this research study at a time when I was not able to make my own decision about my participation. I am now being asked if I consent to remaining in the study.

	

	
	
	

	2. 
	I have read and understood the information sheet provided (Version 1.5, 20th April 2015). I have had the opportunity to ask questions about the study and understand what is involved.


	

	
	
	

	3. 
	I understand that participation is voluntary and that that I am free to withdraw at any time, without giving any reason, without my medical care or legal rights being affected


	

	
	
	

	4. 
	I understand that sections of my medical notes may be looked at by responsible individuals from the participating or sponsoring NHS Trusts/Boards or from regulatory authorities where it is relevant to my taking part in this research. 
	


Please turn over

Identification and characterization of the clinical toxicology of novel psychoactive substances (NPS) by laboratory analysis of biological samples from recreational drug users.

Consent Form (Continued) 


Please choose one the following 3 options by initialing the appropriate box

	1. 
	I consent to remain in the study

	

	
	OR


	

	2. 
	I do not consent to remain in the study, but I consent to my data and samples taken so far to be used for the research


	

	
	OR


	

	3. 
	I do not consent to remain in the study, and I do not consent to data and samples taken so far to be used for the research


	


_______________________
    
         /        /          
______________________

Name  (please print)                  

       Date
            

Signature
            
_________________________
   
         /        /          
_________________________

Person taking consent (please print)                 Date  

              Signature     

When completed: one copy to patient; original copy to Site Investigator File; one copy for medical records.   THANK YOU
[image: image1.emf] 

No  




















Exclude





(Destroy any samples already saved) �






Patients with suspected NPS use�






No





Yes





No





Severe toxicity may be present?�






Yes





No





Capacity present, �
Meets inclusion criteria?








Take oral fluid and urine samples and set aside residual blood from venepuncture done for clinical indications�









Capacity not restored within 12h or longer�






No





No





Yes





Yes





Take / secure samples and clinical data�






Sign consent forms and recruit�






Willing to give consent�






Capacity restored�






Reassess capacity after appropriate intervals�






For those included when they did not have capacity





Research team actions





Clinical team actions�






No





Yes





Sign consultee or consent forms and recruit�






Supports/consents to participant inclusion?


�






Seek advice from





England and Wales


- personal consultee�


If unavailable/unwilling


- nominated consultee


�
Scotland�- Person with relevant powers�


(see text)





























PAGE  
1

