Figure 2. Suggested code of conduct for analysis of published raw data. 

Terminology: the “trialists” are the authors of a published report of a randomized trial; “independent investigators” are a separate group of researchers who wish to analyze the raw trial data (“new analysis”) 

Code of conduct for independent investigators and journals 

1. Independent investigators planning to publish a new analysis should contact the trialists before undertaking any analyses

2. One or more trialists should be offered a co-authorship on any resulting papers

3. If trialists disagree with the methods or conclusions of a new analysis:

a. They should not have veto power, unless this was agreed beforehand by the independent investigators

b. They should, however, be guaranteed the opportunity to write a commentary to be published alongside the new analysis

4. Journals should not publish new analyses of previously published data unless either a trialist is an author or a separate commentary from a trialist is attached

5. Published new analyses should cite the original trial 

Code of conduct for trialists

1. Trialists must ensure that the data set is clean and well annotated

2. Trialists must ensure that no individual patient could be identified from the data set

3. Trialists should be required to share or publish immediately only those data associated with the main analyses of a published trial

a. There is no need to share data required for planned secondary analyses (e.g. correlative studies) although trialists should in good faith restrict data sharing only for analyses that they have concrete plans to publish

b. Regardless of any plans for future analyses, all raw data should be published or made available for sharing no longer than five years after first publication of trial results

c. There is no need to update data (e.g. as deaths accrue in a cancer trial)

4. Trialists must share all and any data requested if analyses are not to be published (e.g. data required to aid trial design)

