“The Primacy of the Golden Rule”

A Submission to the Medical Ethics Committee,

World Medical Association:

Regarding the Sixth Revision of the Declaration of Helsinki
Purpose, Nature and Function
The discourses surrounding the Declaration of Helsinki since 1997 and in particular relating to the fifth revision of 2000, would suggest that amongst the many issues likely to be raised before the Ethics Unit in this current review must be that of the fundamental purpose, nature and function of the Declaration. These issues can be grouped into a number of categories, although there is both overlap and interdependence: 
1. The purpose of the Declaration regarding temporal universality. Unlike the Hippocratic Oath, the Nuremburg Code or the Belmont Report, the Declaration has evolved over a series of five revisions and two clarifications. The fundamental issue is whether there is one simple code of ethical principles and conduct which is immutable. 
The more detailed and more prescriptive
 a code becomes the more likely it is to generate diversity of opinion and adherence, and the more relational its interpretation. This difference in approach between guiding principles and prescriptive codification can be seen, for instance, in the differences between Canada (guidelines) and the United States (codified regulations). There is also a very real danger that the more prescriptive a code, the less attention is paid to core ethical principles. 

On the other hand the argument for evolution is that circumstances change and that ethical and regulatory aspects of research will, by nature lag behind technological change. However this does not inherently imply a shift in ethical standards as opposed to the increasing complexity of the contexts in which they are applied. 
There may however be space for accommodation, in which there are two documents, or two parts of a document, the one enshrining fundamental principles, and the other more operationalised.
 This is in part met by dividing the Declaration into parts as at present, but there remains a danger that more specific prescriptions can be seen to contradict the basic principles. 
2. The question of the interpretation of ethical standards as culturally universal or culturally relative.1 This applies to the apparent divisions in interpretation between developed and developing nations.
 The impetus to specifically tackle emerging concerns in trans-national research in the fifth revision
 generated useful discourse but also led to the present difficulties, as discussed below.
3. The recognition that ethics frequently involves finding resolution between competing values, in this case the conflict is often that of the duty to the rights of the individual on the one hand, and the needs of society on the other. Paragraph 5 maintains the primacy of the rights of the individual and should not be compromised. 
Other Issues

1. The concept of vulnerability.
 The current text (paragraph 8) merely recognising that ‘some research populations are vulnerable’. It would be more correct to state that all subjects are vulnerable, but to differing degrees,
 since they are in a power relationship with the investigator. All autonomy is constrained by structures such as gender, class, race, belief, authority, knowledge and wealth, and is thus relational.
 When ethical review takes into account the dimensions of both vulnerability and risk, then the extent of review and oversight can be more properly proportional. 
2. Community as Subject. The international research focus that has been incorporated in recent versions of the Declaration raises the question of the importance of the community or population, not just the individual. (paragraph 10). An axiom of community research is that the duties of the investigator as outlined in this paragraph apply equally to communities. A corollary of this is that communities must be engaged and empowered to at least the degree of partial ownership. 
3. Non-therapeutic research. This part was removed in 2000, partly in response to criticism that the distinction was illogical.
 Yet recent events involving healthy volunteers
 suggest that this may have been hasty, and that stressing the heightened awareness of risk in the healthy volunteer, where there is no potential for direct benefit, needs to be stressed. Finally the potentially misleading term ‘therapeutic’ needs to be understood in the light of current concerns regarding therapeutic misconception. 

3. The divisive issues surrounding the fifth revision.
 In this I find myself concurring with the position taken by Zion and colleagues.
 Zion sees the discourse as being too narrowly framed, without regard to the broader issues that relate more to the underlying principles of human research protection., and that many of these issues arise within a framework of vulnerability. Prescriptive approaches obscure appropriate ethical analyses, that is grounded in the realities of subject’s lives, which Zion refers to as ethical methodology. It is important to realise that ethicists create space and architecture for discourse.
 That space must necessarily include both the consequences of performing research within a population and the consequences of not performing it. 
4. Accountability and transparency. Subjects considering participation in clinical trials reveal a variety of motives, some personal and some more altruistic.
 In doing so they have expectations regarding how they themselves may benefit from the participation of others prior to this point in time, and as to how their participation will contribute to the common good. Subjects have a reasonable expectation that the information presented to them as the basis for a decision regarding participation is based on an unbiased estimate derived from the entirety of prior knowledge, and that their personal experiences will directly benefit others. 
These expectations frequently fall well below reality. Commercialisation and competitiveness have eroded the trust basis of transparency and collaboration.
,
 The resulting selective and incomplete publication record distorts the knowledge base and prevents unbiased assessment of potential risk and benefit of health care interventions and further research. This has been described as scientific misconduct,
 yet is pervasive.
,
 There is an ethical obligation by trial participants to both subjects and to society to ensure that the design, details, data and results of all medical research are publicly available and accessible through publication, disclosure and deposition in an internationally approved registry. To date this has only indirectly and incompletely been addressed by the Declaration (paragraphs 16 and 27). 
The Declaration should be responsive to recent actions taken by the World Health Organization,
 the International Committee of Medical Journal Editors
 and others, which represent the single most important step in restoring ethical and scientific integrity to clinical trials since the last revision. The ethical obligation to publish data regardless of the outcome and to make all trial documents and data publicly available in internationally approved registries should be enshrined in the Declaration. Registration as an integral part of the process of ethical review and oversight was recently described by 
Levin and Palmer.
 .
Conclusions

The Declaration of Helsinki is a unique and remarkable document that has remained the cornerstone of research ethics
 for over 40 years. The rationale for its formulation was the creation of a universal code, yet that universality is now threatened by a series of disagreements and repudiations. Yet those controversies have contributed to throwing valuable light on important questions. The search for universality in principle while remaining sensitive to context will probably never be complete. However ultimately it remains to be demonstrated that the Declaration has both validity and utility, other than a purely symbolic function.
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