Standard template for ethical justification for blood sampling associated with human studies conducted within DCU.
Version 1 September 2006

Completion instructions:

This document is intended to prompt responses to a number of standard questions which generally need to be answered to justify the sampling of blood associated with human studies.

The document is not meant to be an exhaustive exploration of the justification for such sampling and in specific situations, additional information may be required/ requested.  
Answers are expected to be brief but should also be informative.  See a sample completed form at the end.  
Queries should be directed to the Secretary of the Research Ethics Committee in the Research and Innovation Support office. 
1)
Briefly explain why blood sampling is required

2)
Outline the analytes, components or general applications to be investigated in subject blood 
(now and any future studies)

3)
Are any alternatives available to substitute the venous sampling of blood?  yes/no.  



4)
Will sampling require cannulation or direct vein puncture? yes/no
5)
Outline the minimum volume of original subject blood (i.e. not serum or plasma) required to 
measure the required components.  



6)
Are steps being taken in the protocol to minimise the volume of blood samples being taken?  
yes/no


7)
Are steps included to minimise the number of blood samples/vein puncture being taken? 
yes/no


8)
Anticipated sampling methodology
	Volume of blood to be taken per sample


	

	Maximum number of samples to be taken per “sitting”


	

	Maximum number of samples taken per day


	

	Maximum number of samples to be taken over the course of the full study (if long duration study indicate the amount taken in an active 1 month period)

	

	Maximum anticipate number of vein puncture episodes
	

	Total volume of blood that will be taken from subject. 


	


9)
I certify that:- 
· all persons sampling blood in this study are certified to do so through the school/unit where this work is being conducted 
· that all those manipulating the resultant samples are fully trained in the safe practice of handling blood 

· all persons handling this blood have received appropriate information according to current vaccination policy.
Signature of Study PI






Date

An original signed copy must accompany electronic submissions.  Alternatively, a PDF or other scanned version with a signature may be submitted
Standard template for ethical justification for blood sampling associated with human studies conducted within DCU.
Version 1 September 2006

Completion instructions:

This document is intended to prompt answers to a number of standard questions which generally need to be answered to justify the sampling of blood associated with human studies.

The document is not meant to be an exhaustive exploration of the justification for such sampling and in specific situations, additional information may be required/ requested.  

Answers are expected to be brief but should also be informative.  See a sample completed form at the end.  

Queries should be directed to the Secretary of the Research Ethics Committee in the OVPR office. 

1)
Briefly explain why blood sampling is required

2)
Outline the analytes, components or general applications to be investigated in subject blood 
(now and any future studies)


3)
Are any alternatives available to substitute the venous sampling of blood?  yes/no.  NO



4)
Will sampling require cannulation or direct vein puncture? yes/no YES
5)
Outline the minimum volume of original subject blood (i.e. not serum or plasma) required to 
measure the required components.  10mls



6)
Are steps being taken in the protocol to minimise the volume of blood samples being taken?  
yes/no




7)
Are steps included to minimise the number of blood samples/vein puncture being taken? 
yes/no



8)
Anticipated sampling methodology

	Volume of blood to be taken per sample


	10

	Maximum number of samples to be taken per “sitting”


	3

	Maximum number of samples taken per day


	3

	Maximum number of samples to be taken over the course of the full study (if long duration study indicate the amount taken in an active 1 month period)

	3

	Maximum anticipate number of vein puncture episodes
	1

	Total volume of blood that will be taken from subject. 


	30


9)
I certify that:- 

· all persons sampling blood in this study are certified to do so through the school/unit where this work is being conducted 
· that all those manipulating the resultant samples are fully trained in the safe practice of handling blood 

· all persons handling this blood have received appropriate information according to current vaccination policy.

Signature of Study PI






Date

An original signed copy must accompany electronic submissions.  Alternatively, a PDF or other scanned version with a signature may be submitted.












If yes, give details justifying venous blood sampling.





If more than this minimum volume is being taken please justify.





Briefly justify your answer





Briefly justify your answer





Insulin levels can only be measured in blood samples








Insulin 


Glucose


Free fatty acids








If yes, give details justifying venous blood sampling.





If more than this minimum volume is being taken please justify.


Each analyte will require a full 10 mls of patient blood hence 30 mls required





Yes, we have analysed the protocol and only 3 number of samples are being taken to give a picture of the change in levels associated with exercise








Yes 


A cannula will be inserted and the samples removed over 2 hours. i.e. only one puncture of vein required for the 3 samples to be taken














