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LOW RISK FORM: HUMAN BIOSPECIMEN ADDENDUM
Only to be completed if you are submitting a Low and Negligible Risk application which involves human biospecimens. This form is not required if using the HREA Form. Before completing this section, please ensure that the proposed collection/use of human biospecimens complies with the Institution’s Low and Negligible Risk (LNR) criteria.
[image: image1.jpg]
Please check boxes by double clicking on the box icon
1 Source of Biospecimens
1.1
What is the source of the bio specimens you wish to use? (check all that apply)
    FORMCHECKBOX 
 Obtained from participants/prospective collection for this research (Please ensure that this is allowable under the Institution’s LNR criteria)

Obtained from a Bio Bank (specify in 1(1.2))

Obtained from a biospecimen archive (e.g. Pathology) (specify in 1(1.2))

Other (specify in 1(1.2)
1.2
Name the department/s or organisation/s from which the biospecimens are being obtained.
	


1.3
will the biospecimens be imported from another country for use in Australia? [National Statement 3.4.13]

                    Yes 
No 
If Yes, state the country and provide details of its ethical and professional policies governing the collection of biospecimens for use in research. [National Statement 3.4.14]

 HYPERLINK "http://www.nhmrc.gov.au/guidelines/publications/e72-0" \h 

	


2 Type, Size and Number of Biospecimens
	TYPE OF BIOSPECIMENS
	VOLUME/SIZE OF SAMPLE
	NUMBER

	
	
	

	
	
	


3 Prospective Collection and Processing of Fresh Biospecimens
   By whom will the biospecimens be collected and processed? 
	SAMPLE TYPE
	COLLECTED BY
	PROCESSED BY
(specify lab/service)

	
	
	

	
	
	


4 storage and/or disposal of biospecimens
4.1
Give details of where the biospecimens will be stored for the duration of the project. [ National Statement 3.4.1(3)]

 HYPERLINK "http://www.nhmrc.gov.au/guidelines/publications/e72-0" \h 
	



4.2
How will the biospecimens be labelled?
 Identifiable (e.g. Name, date of birth, UR)

 Coded/re-identifiable 
                                                 Skip (4.3) 
 Non-identifiable/anonymous   


Skip (4.3) & (4.4)
4.3 Explain how the identity of the donor will be protected, if biospecimens are stored in identifiable form.
	


4.4 Who will hold the document linking identities to the study code?
	


4.5 what will happen to the biospecimens following completion of the project?  
(E.g. how long will they be stored, will they be returned to a supplier, how will they be disposed of) 
	


5 linking data with biospecimens
Will medical records or other data sources be accessed to obtain information to be stored and/or used in association with the biospecimens?
Yes  
No  
If yes, provide details regarding how privacy issues will be addressed (or refer to relevant sections of your Low Risk application).
	


6 consent for use of already-collected/stored biospecimens for research
Check and provide a response for all that apply
6.1 donors will be contacted for consent to use their already collected/stored biospecimens in this research
Provide details of who will do this and how it will be done, and include associated information (e.g. letter of invitation, Information Sheet, PICF, phone script, email text) Please also complete Section 7.
	


6.2 written consent for use of biospecimens for ethically-approved research was obtained as part of routine consent for surgery
Explain arrangements to check surgical consent forms in donors’ medical records to confirm consent
	


6.3 Written consent for research use was obtained as part of routine consent for post-mortem examination
Explain how (& attach an example of that consent form if relevant)
Explain whether and what arrangements are in place to check any conditions donors placed on the use of their biospecimens  
	


6.4 participants previously provided consent (e.g. in another research project) for future use of biospecimens for research
Please provide details (e.g. project number & a copy of the PICF)
	


6.5 a waiver of the requirement for consent is requested   
(Please ensure that a waiver is allowable under the Institution’s LNR criteria. Epworth research please ensure that the waiver of consent request form is completed in addition to this document)
Please justify the waiver with reference to the criteria in the National Statement, Section 2.3.10 & 3.4.12:
	


6.6 the biospecimens were obtained for clinical purposes, have been retained by an accredited pathology service, and the identity of the donor is not necessary for this research [National Statement, Section 3.4.11a]
Please provide details.  Note that this option does not apply to surgical biospecimens stored by the Institution. 
	


7 Biospecimen-specific Information to Participants 
(Please ensure that this is allowable under the Institution’s LNR criteria)If applicable, does the Participant Information & Consent Form explain the following? [National Statement 3.4.3] N/A  
	
	Yes/No/NA

	The purpose/s for which participants’ biospecimens will be used (current and/or future)
	

	How their biospecimens will be stored, used and disposed of
	

	Details if biospecimens and associated data will be distributed to other researchers (within or outside Australia)
	

	The extent to which their biospecimens will be identifiable, and how their privacy/confidentiality will be protected
	

	That the research is unlikely to provide information important to the health of participants/blood relatives/their community (Note: research that is likely to provide such information is not eligible for low risk review)
	

	Their right to withdraw consent for the continued use of their biospecimens and/or associated data in research (and any limitations to withdrawing consent) 
	

	Any relevant financial or personal interests that those engaged in the collection, processing, storage and distribution and use of the biospecimens may have
	

	Any potential commercial application of outcomes of the research, how this will be managed, and to whom the benefits (if any) will be distributed.
	


If No to any of the above, provide details and explain why specific information has not been included.

	


8 Cultural or Religious Sensitivities

Are there cultural or religious sensitivities to be considered in relation to the collection use and/or storage of the biospecimens?


Yes  
No 
If yes, (a) what are they and how will they be managed; and (b) include a justification for why this is ‘low risk’
	


9 Transfer Of Biospecimens - Materials Transfer Agreement (mta)
Are biospecimens being transferred to or from site? 
Yes  
No  
If YES, please submit the relevant Materials Transfer Agreement:
 Outgoing MTA (when site is providing materials to an external organisation)          
 Incoming MTA (provided by the external institution to the site requesting materials)
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