Respected Reviewer A,


1. Thank you for your comments and evaluation of our paper. Your opinion will certainly be beneficial for further dealing with problems in area of medical law. 


2. In the review you have presented two reasons not to publish the paper in the VSP, but in a national magazine: first, because the analysis of clinical researches consent related regulation in Serbia, presented in the paper, is not interesting for foreign reader; and secondly, because our paper does not belong to the category of scientific, but expert papers. Hereinafter we will present responses to your positions.

3. We do agree with you that at the first glance it may seem that paper analysing regulations regarding consents to clinical researches within international and ethic document may be more interesting for a reader of an international magazine as VSP than the analysis of these regulations in one particular country, such as Serbia. 

However, while selecting the topic, authors were guided by the following fact: implementation of international legal and ethic documents is not obligatory for a researcher if his state did not ratified it (if those are at all subjected to ratification, and most of them are not
); or, unless the state by its free initiative incorporated solutions of those documents into national regulations stipulating this area of medicine. For this reason these documents are just a kind of a „wish list“, pure abstraction, and a researcher shall be obliged to implement national regulations of his country whatever their quality is like. That means there is only one reality for each researcher – national regulations. International regulations become such reality just at the moment when certain state accepts it in its national regulations, as much as accepted.
Therefore, authors were thinking as follows: analysis of solutions in the international legal and ethic documents regulating performance of clinical researches can be interesting to a reader regardless of his nationality, but what is the benefit of that, except to inform a reader of concrete solutions, when in many countries those are not accepted fully? Each reader, knowing or not knowing solutions in international documents, is obliged to implement national clinical researches related regulations of his state. And, national regulations differ very much, both mutually, as well in respect of the degree up to which those are harmonized with the international ones. 

For this reason, the idea of authors was to inform international public of the state of clinical research related regulations in Serbia, problems researchers and subjects are facing, and by this also of the degree of Serbian regulations' harmonization with international ones – not only to be a guide to a Serbian researcher through a „forest“ of Serbian regulations. The idea was also to motivate other authors to present a criticizing analysis of their own national regulations and problems, and by this to get the feedback about the situation in other states. The objective is to assess do international documents having usually well designed solutions have also concrete, practical value through its incorporation into national legal systems; or national regulations are still not sufficiently harmonized with them. And this cannot be achieved by publication of papers, as this one is, in national magazines. Exchange of experiences and information on performance of clinical researches and problems occurring in relation to that in different states is possible only via magazines of international type having readers of different nationalities interested in medical and multidisciplinary topics, as the topic of our paper is.

Furthermore, exchange of experiences and information can assist each researcher to have a real-time overview over regulation related to this issue in his own state. It is difficult to assess own national legislation as good or bad, without comparison to others. It is possible, for example, that issue we asses in our paper as disputable, insufficient or imprecise clinical researches related legislation in Serbia represents excellent legislation in comparison to other states; or maybe poorer than we see. On the other hand, information about legislation in Serbia can assist a reader in Brazil, Iran or France to better assess state in this field in his own country. 

If presented solutions are assessed in one country through comparison with solutions that country actually has – that can serve also as a model to amend such solutions. Therefore we considered our paper can be of interest also for a foreign reader and should find its place in an international magazine as VSP; that is, of course, one of possible perspectives. The second perspective is the one you present and you have also arguments to stand for.


4. Regarding the recommendation that paper should not be published in VSP, since it does not belong to the category of scientific papers, we have to mention that VSP in its authors' instruction provides options to publish papers of different types: editorials, original scientific articles, pre- or brief communications, journal papers of general review type, actual topics, meta-analysis and seminars of physicians practitioners, casuistry, medicine history articles, personal positions, comments, letter to the editorship, reports from scientific and professional gatherings, books reviews etc.

 Choice of authors was not to create original scientific paper, but a paper that is at the border line between the review paper and processing of an actual topic, that was also noted when paper was submitted: the paper was accepted as a review article. Independently, it is not a matter of dispute that paper differs from expert papers by its creation methodology which is partly scientific (methods used were normative, sociological, dogmatic as well as axiological).
Authors

� Тhis particularly refers to international ethics guides (guidelines), that even do not have feature of legal power but of recommendation for actions, harmonization with which should be done and, consequently, gradual unification of national legislations – in order to make their implementation mandatory.





