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The 
OrganizationThe evidence-based medicine and the 

regulatory obstacles for research 

  In 1962, the US Drug Amendment Act instituted the randomized controlled trial (RCT) as 

the gold standard for evaluating the efficacy of biomedical interventions (Oream, 2014)  

  The clinical experience of the medical doctors and other disciplines as anthropology are 

substituted by RCT. 

  A EU regulation was approved according to which drugs used in clinical trials must 

comply with good manufacturing practices (GMP) (Commission Directive 2005/28/EC) 

 

  This regulation ended with independent research in most EU countries and institutions 

because of the costly of drugs manufactured according to GMP 
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Cannabis



The 
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  Cannabis sativa, indica, rudelaris  

  More than 400 actives compounds 

  At least 104 cannabinoids  

  More relevant active principles:  

Cannabis & Cannabinoids 

‣  Tetrahidrocannabinol (THC): psychoactive 

‣  Cannabidiol (CBD): antipsychotic and anxioliyic 

‣  Cannabinol (CBN): 10% of psychoactivity compared to THC 

‣  Others: Δ8-THC, cannabigerol (CBG), cannabicromen (CBC), 

cannabiciclol (CBL), cannabielsoina (CBE), cannabinodiol (CBDL) 

cannabitriol (CBTL). 

Hemp (cannabis, marihuana, hash): 
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Organization Medical Cannabis Worldwide 

h"ps://www.cannabmed.com	  
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Organization Cannabis and Quality of Life 
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OrganizationCannabis & Cannabinoids                Why are there medical cannabis Programs throughout the world? 

Ibogaine
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  Opiates (64%), cocaine (51,7%) and hipnosedatives (65,8%) are the main 

causes of death after an acute drug reaction (OED, 2016). 

  Methadone was detected in the 36,9% of the deaths in 2014, and in the 20% 

was detected methadone but no other opioids (OED, 2016). 

  The presence of methadone alone is scarce in Spain: 1,5% of the deaths in 

2014; 2,1% in combination with benzodiacepines (OED,2016). 

  An important part of methadone users do recreational uses of other 

substances, and the interaction may be the more probable cause of the 

deaths. 

  There is no an accepted treatment for methadone dependence. 
 

 

 

 

 

 

 

 

 

The consequences of the chronification of methadone patients in Spain 
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Organization Ibogaine in the treatment of opioid dependence 
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SOWS scores after different ibogaine doses on methadone withdrawal 

. 
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The ibogaine medical subculture 
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CBC (cannabidiol)



CBD: A cure for everything? 



The fight of parents to legalize CBD 



Misleading advertising 
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  CBD is not scheduled by the Convention of 1971. 

  But the Convention of 1961 prohibits to make extractions from the cannabis plant. 

  There are more than 150 companies selling CBD only in the EU as a dietary 

supplement. 

  The European Union countries that have a cannabis regulation as a dietary 

supplement are Germany, the United Kingdom, Belgium, the Netherlands, Italy, 

and the Czech Republic. They can export to other EU countries.  

  At the same time there is a CBD product in Clinical trials at Phase III in EU and US.  

  The 39th meeting of the WHO Expert Committee on Drug Dependence that will 

take place next November 6-10th will assess CBD. 
 

 

 

 

 

 

 

CBD regulation: some paradoxes 
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Organization Which is the level of the evidence? 

  There is a very extended 

CBD medical cubculture 

that prescribes CBD for 

lots of diseases without 

existing data of efficacy 

in humans. 
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  We have been talking about 3 different plant-based products, all with different legal status, 

and different degrees of penetration into the medical practice. Likewise, and each of them 

has different regulations across countries. 

  There are other plant medicines that have even less evidences of having medical benefits. 

Interestingly, the use is increasing because people feel that they are useful for making 

them to get improved: ayahuasca, magic mushrooms, San Pedro, peyote, etc.  

  So there is a priority in thinking in alternatives for the new regulatory strategies in order to 

front the challenges that the use of these plant-based medicines demand. 

  Some of these alternatives are/will be local and others global. So regulations should be 

flexible. Since they are not globally, they could be locally. 

  As we have shown, many times the patient-based evidence is stronger than the science-

based evidence, and should be scientifically researched and taken into account by the 

regulatory agencies. 
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Thank you! 
 

jcbouso@iceers.org 


