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Specific Comments

	Section
	Chapter
	Paragraph 
	Clause
	Comments

	Preamble
	
	
	
	The discussion of “Ethics and law in human research” mentions privacy law, but notes no account is taken of State & Territory laws, only federal laws.  We suggest that at least some pointers could be provided to researchers as to where to look to find which laws might apply to them.  

The map of Australian privacy laws available from the Victorian Privacy Commissioner’s website would perhaps be a good start, as would the Australian Privacy Foundation’s Resources pages:

· see Information Sheet 05.05 at http://www.privacy.vic.gov.au/dir100/priweb.nsf/content/F378127770271CA1CA256C4D001A512C?OpenDocument
· see the Australian Privacy Foundation page at http://www.privacy.org.au/Resources/index.html


	1
	
	
	
	We note that “Consent” has been moved out of the section on “Principles of Ethical Conduct”.  In the 1999 National Statement, consent as a topic was a compulsory item of consideration, along with research merit, integrity, beneficence, etc.

We are concerned that this could be interpreted as lessening the importance of obtaining consent (or meeting the strict requirements for an exemption to that rule).  

While chapter 2.2 goes in to more detail about the concept of consent, we recommend nonetheless incorporating mention of the issue in Section 1, as a compulsory requirement to be met for all research projects.



	2
	
	
	
	Section 2 on “Themes” should include “Privacy” as a theme.  It could incorporate the statement and explanation from part 18 of the 1999 National Statement, and should mention the various information privacy and surveillance laws in Australia which could impact on research projects.



	2
	2.2
	2.1
	
	The second paragraph in “Introduction” could provide a less vague statement about what ‘consent’ actually looks like.



	2
	2.2
	2.2.3
	
	This is a significant improvement on the 1999 National Statement, by clarifying the requirements.



	2
	2.2
	2.2.5
	
	We agree that in some cases consent may need to be re-negotiated or confirmed.



	2
	2.2
	2.2.11
	
	The final sentence suggests the means of obtaining consent can include “conduct implying consent”.  We suggest this statement is too vague, and may lead researchers into a situation in which they are not meeting the requirements of information privacy laws, which in many cases require “express consent”.

For example, while the internal use of personal information only requires “consent” (which could thus be either express or implied), the disclosure of personal information for a research project under s.26(2) of the NSW Privacy and Personal Information Protection Act 1998 requires “express consent”, which case law has confirmed requires strict application, being a precise and exact enunciation as to how the information is to be used (Vice-Chancellor, Macquarie University v FM (GD) [2003] NSWADTAP 43).

We recommend that any consent upon researchers are to rely should be both express and written.  Consent must also be informed, specific, voluntary and time-limited.



	2
	2.2
	2.2.14
	
	We disagree with the notion of there being such a thing as “unspecified consent” in relation to future unspecified research.  This notion stands in opposition to that in para 2.2.5, which is that in some cases consent may need to be re-negotiated or confirmed.  Consent must be informed, specific, voluntary and time-limited.

We strongly recommend that this paragraph be deleted.

Researchers who must comply with information privacy laws in addition to this National Statement could be misled by this statement into breaching the law.

Case law in NSW has demonstrated that a ‘bundled’ consent approach to gaining consent to the collection or sharing of sensitive information would not provide the ‘informed consent’ necessary to comply with the Privacy and Personal Information Protection Act 1998  (KJ v Wentworth Area Health Service [2004] NSWADT 84).



	2
	2.2
	2.2.22
	(b)
	We suggest the notion of “impracticable to obtain consent” requires further clarification for researchers.  “Impracticality” here must mean more than mere difficulty, cost or time for the researcher – or, indeed, the fear that if asked for, consent will be refused.

(The author of this submission has some experience in training research students in their privacy obligations, and can advise that this concept is difficult for many to grasp in a meaningful way.  It is too often seen as an ‘escape clause’ from the consent requirement.  Therefore greater clarification would assist researchers’ understanding of how this requirement should work for them in practice.)

Para 14.4 from the 1999 National Statement provides an appropriate example, and we suggest incorporating those concepts here – tests such as the practical impossibility of seeking consent due to the quantity, age or accessibility of records.



	2
	2.2
	2.2.22
	(c)
	The requirement for “sufficient justification for the waiver” should specifically refer (as did the 1999 National Statement) to the need to be satisfied that the public interest in the research outweighs to a substantial degree the public interest in privacy.



	3
	3.3
	3.3.8, 3.3.9
	
	These two paragraphs could be interpreted as contradicting each other.

Our reading of the matter is that an HREC can approve non-consent for the same researcher (para 3.3.8), but if any third party researcher is to have access then consent is needed (3.3.9).

If this is correct, the wording should be clarified to make this meaning plain.




	General Comments.

	The effort obviously put into clarifying matters since the 1999 National Statement is noted and much appreciated.  The more these requirements can be easily understood be researchers and HRECs alike, the greater chance of compliance.




