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Figure 1
Production stages of the Pharmaceutical Product Classification guideline at the Bahraini drug regulatory authority, with participants’ quotes 






























CEO Chief Executive Officer, DRAs drug regulatory authorities, GCC Gulf Cooperation Council, HMs herbal medicines, ISO International Organisation for Standardisation, MOH Ministry of Health











Additional file 3: Data from the analysis of interview transcripts on the production stages of the Pharmaceutical Product Classification guideline at the Bahraini drug regulatory authority










(a) Scoping 
“The scope was the most important part of producing the guideline; it decides what the guideline will cover and describes the main issues that the guideline will consider” (KI7)  



 


Literature search



(b) Review of evidence 
“To save time and effort, we said let’s adopt the policies and guidelines of a country that we trust and we adopt their herbs classifications. Why do we have to do a duplicate work? We should not do something from scratch, just try and amend things that suit our country and adopt the rest” (KI8)








(c) Guideline developement 
“We have the central registration for pharmaceuticals in the GCC but not for HMs, but what if GCC countries decide to have central registration for herbals, and I think this will happen sooner or later, we need to be ready and when we have similar guidelines, registration procedures will be easier”(KI6)







Final revisions


Drafting recommendations 


Review questions


DRAs search


Analysis of MOH regulations


Draft the scope


DRAs analysis


Final draft of the guideline


(d) Signing off the guideline 
“At the end the chief and the CEO approved and signed the guideline, the CEO signature was just a formality” (KI7)



Chief sign off


CEO sign off 


Printing of the guideline



 Update the guideline every four years 
“As we are trying to achieve the ISO certification, to achieve this certificate, all documentations, guidelines must be revised every four
 years. If there are no amendments needed, at least the date of the version must be updated” (KI8) 

























