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					Indien: Medikamententests an Minderjährigen

					
				

				
  
      Indien – Pharmaindustrie – Medikamententests
    


				
				
					
						Im Verfahren zur Verletzung von Menschenrechten im Rahmen klinischer Studien hat der Oberste Gerichtshof von Indien von den beteiligten Pharmaunternehmen GlaxoSmithKline (UK) und Merck (USA) eine Stellungnahme gefordert.

Mit seiner Entscheidung erkennt das Gericht auch ein Gutachten an, das das ECCHR im Februar 2014 zur Unterstützung des Verfahrens eingereicht hatte. Darin forderte die Organisation, auch die Haftung von Pharmaunternehmen bei den Medikamentenstests zu untersuchen. Das ECCHR kommt in dem Gutachten zu dem Schluss, „dass eine gründliche Untersuchung der Vorgänge nicht nur die den Versuch durchführende Organisation, sondern auch die Pharmaunternehmen, die von den Ergebnisses des Tests profitieren, einbeziehen muss”.

					

				
			
			
			
			
				
					
							
  
      Fall
    


						
				
					
						2009 waren 24.000 Mädchen in den indischen Bundestaaten Gujarat und Andhra Pradesh gegen das humane Papillomavirus (HPV), das Gebärmutterhalskrebs verursachen kann, geimpft worden. Nach Medienberichten über Unregelmäßigkeiten bei der Durchführung der Tests, stellte ein Regierungsausschuss fest, dass die Versuche teilweise ohne korrekte Aufklärung der Teilnehmerinnen stattgefunden hatten und dass das Überwachungssystem ungenügend war.

Als besonders fragwürdig wurde eingestuft, dass teilweise Schuldirektor*innen die Aufklärungsbögen für ihre Schülerinnen unterzeichneten und in deren Namen in die Behandlung einwilligten. Entwickelt und durchgeführt wurde das Projekt von PATH (Program for Appropriate Technology in Health), einer NRO mit Sitz in den USA, während die Mittel von der Bill & Melinda Gates Foundation zur Verfügung gestellt wurden. Die Versorgung mit dem getesteten Impfstoff erfolgte durch GlaxoSmithKline und Merck.

					

				
			
				
			
			
				
					
  
      Kontext
    


					
					
						Aktivist*innen für Frauengesundheit hatten Januar 2013 Klage zur Haftbarmachung der Verantwortlichen eingereicht. Der Oberste Gerichtshof in Indien hat mit diesem Fall die Möglichkeit, alle Beteiligten an den klinischen Tests in die Pflicht zu nehmen. In seinem Gutachten verweist das ECCHR auf geltende Standards, transnationale Übereinkommen, die Gesetzeslage und Rechtsprechung, aus denen sich eine Verpflichtung der Hersteller sowie der Sponsoren der Studie ergibt. Diese vergleichende Analyse gibt Auskunft über die Standards, die von „verantwortungsbewussten“ Unternehmen erwartet werden können. Das Gutachten wurde vom Projekt Business and Human Rights der Universität Essex unterstützt.

Das Human Rights Law Network (HRLN) aus Neu Delhi vertritt die Klägerinnen. Im HPV-Fall wurde eine besondere Schutzbedürftigkeit der Betroffenen aus drei verschiedenen Menschenrechtsverträgen hergeleitet. Die Versuchspersonen waren Mädchen zwischen 10 und 14 Jahren und viele von ihnen gehörten indigenen Gruppen an. Sie standen demnach unter dem Schutz des Übereinkommens über die Rechte des Kindes (Convention on the Rights of the Child), des Übereinkommens zur Verhinderung jeder Form von Rassendiskriminierung (Convention on the Elimination of All Forms of Racial Discrimination) und der Konvention zur Beseitigung jeder Form der Diskriminierung der Frau (Convention to Eliminate All Forms of Discrimination Against Women).
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      Leider ist dieses Medium aufgrund Ihrer Cookie-Einstellungen nicht verfügbar. Besuchen Sie bitte unsere Datenschutzseite, um Ihre Einstellungen anzupassen.

    

  


				
			
				
			
			
				
			
			
				
			
			
				
					
  
      Grundlagen
    


					
					
						Dieses Q&A informiert über die rechtlichen Grundlagen des Falls.

					

					
					
						


  
    
      
        
        What is public interest litigation?

      

      
        
          Public interest litigation (PIL) was developed by the Indian Supreme  Court in the late 1970s. It allows members of the public to file a  petition on behalf of others who are not able to approach the court. It  aims to "bring justice within the reach of the poor masses, who  constitute the low visibility area of the Humanity" as the Court put it  in one of its cases (Indian Supreme Court P.U.D.R vs UOI, in AIR 1982 SC  1473).

In its guidelines the court indicates that it will accept  the following issues as a PIL petition: bonded labor, neglected  children, petitions from prisoners, petitions against the police,  atrocities on women, children, scheduled casts and tribes, environmental  matters, and "other matters of public importance." The litigation does  not need to be adversarial in nature, in terms of one party seeking  relief against another. It is rather intended to vindicate the public  interest by demanding that violations of constitutional and legal rights  of a large number of people will be noticed and redressed. A PIL can be  filed by any "public spirited" citizen.

        

      

    

  
    
      
        
        Who are the petitioners in the HPV proceedings before the Indian Supreme Court?

      

      
        
          Petitioner 1: Kalpana Mehta, founding member of Saheli Women's  Resource Centre. For 30 years, she has been active in the women's health  movement. She worked on campaigns against hazardous contraceptives and  for a women-centric approach to contraception. For the past years she  has been with the organization Manasi Swasthya Sansthan in Indore to  provid equality health care to economically disadvantaged women.

Petitioner 2: Nalini Bhanot, Voluntary Health Association of India in the area of public health. She has authored Taking Sides,  a book on primary health care issues and has worked on child rights and  various other initiatives relating to PDS, an acute Iodine deficiency.

Petitioner 3:  V Rukmini Rao from the Gramya Resource Centre for Women. The Centre's  vision is to create a just society, which will provide more political,  social and economic opportunities for women. They especially focus on  tribal and dalit women, to help them achieve their rights, improve their  lives and realize their potential. They work closely with  community-based organizations, women's organizations, youth leadership,  and like-minded civil society organizations to seek justice for  marginalized communities.

        

      

    

  
    
      
        
        Which human rights were violated in the clinical trials case?

      

      
        
          1. The right to informed consent
Valid informed consent  requires the following elements: voluntarism, information disclosure and  decision-making capacity. According to Article 7 of the International  Covenant on Civil and Political Rights (ICCPR) medical experimentation  without informed consent is considered "torture or cruel, inhuman or  degrading treatment or punishment". Moreover "[i]n particular, no one  shall be subjected without his free consent to medical or scientific  experimentation."

2. The right to health
Article 12  of the International Covenant on Economic, Social and Cultural Rights  (ICESCR) recognizes the right of everyone to enjoy the highest  attainable standard of physical and mental health. A lack of monitoring  during a clinical trial constitutes also a violation of this right to  health, since monitoring is essential to identify injuries and respond  promptly and adequately. Article 12.2(d) ICESCR requires States to take  step towards the "creation of conditions which would assure to all  medical services and medical attention in the event of sickness." The  creation of these conditions is hindered if a proper monitoring system  is not set up.

3. The right to special care
In this  case the trial subjects were entitled to special care. This right is  entailed in three different international human rights covenants:
	The Convention on the Right of the Child (CRC). Article 24 (1)  affirms the rights of the child to the enjoyment of the highest  attainable standard of health.
	The Convention on the Elimination  of All Form of Racial Discrimination (CERD). Article 5e (iv) obliges  the States to guarantee the right of everyone in the enjoyment of the  right to public health and medical care.
	The Convention to  Eliminate All forms of Discrimination Against Women (CEDAW). Article  12(1) obliges the States to take "all appropriate measures to eliminate  discrimination against women in the field of health care in order to  ensure (..) access to health care services." 


        

      

    

  
    
      
        
        Which laws are violated according to the petitioners?

      

      
        
          According to the petitioners, the HPV vaccination project may have  violated the Constitution of India. In particular, Article 21's  protection to life and personal liberty, as well as Articles 14 and 15  which provide for the right to equality and non-discrimination. The  petitioners also allege violations of the International Convention on  Economic, Social, and Cultural Rights (ICESCR) and the Convention for  the Elimination of all forms of Discrimination Against Women (CEDAW),  namely the right to the highest attainable standard of physical and  mental health and to ensure that girls give informed consent and have  access to adequate health care.

The inadequate informed consent  process is further suggested to violate Indian regulations, because  Schedule Y of the Drugs and Cosmetics Rules states:

"…All  pediatric participants should be informed to the fullest extent possible  about the study in a language and in terms they are able to understand.  Where appropriate, pediatric participants should additionally assent to  enroll in the study. Mature minors and adolescents should personally  sign and date a separately designed written consent form..." (Paragraph  161 of the petition).

The petitioners also argue that the ICMR  guidelines for biomedical research were not adhered to, even though they  deal in detail with the informed consent process (Paragraph 193 of the  petition):

"For all biomedical research involving human  participants, the investigator must obtain the informed consent of the  prospective participant or in the case of an individual who is not  capable of giving informed consent, the consent of a legal guardian.  Informed consent protects the individual's freedom of choice and respect  for individual's autonomy and is given voluntarily to participate in  research or not. Adequate information about the research is given in a  simple and easily understandable unambiguous language in a document  known as the Informed Consent Form with Participant/Patient Information  Sheet."

        

      

    

  
    
      
        
        Who are the respondents in this case?

      

      
        
          There are nine respondents mentioned in the petition: the Union of India, the Drugs Controller General of India (DCGI), the Indian Council of Medical Research (ICMR), the States of Andhra Pradesh and Gujarat, PATH International, the manufacturers MSD Pharmaceuticals Pvt. Ltd. and GlaxoSmithKline Pharmaceuticals Asia Pvt. Ltd., and Christian Medical College. The Court has so far only asked the Union of India, the DCGI, and PATH for replies.

        

      

    

  
    
      
        
        What do the petitioners demand?

      

      
        
          A particular feature of public interest litigation is that the court can, for example, order government agencies to conduct certain investigations, provide guidelines for future action, or provide certain information. Thus, the petitioners demand:

	Access to information about the clinical trial and HPV vaccines in India, specifically information from PATH, the states of Andhra Pradesh & Gujarat, and the DCGI
	Order the Christian Medical College to do a fact-finding mission regarding the current health of those administered the vaccines
	Order to determine culpability of the CRO and the state governments
	Order to start criminal investigation
	Provide guidelines regarding civil and criminal liability for clinical trials in India 


        

      

    

  
    
      
        
        Are the vaccinated girls involved in the lawsuit?

      

      
        
          It is not easy to trace the girls that were vaccinated. There were fact-finding missions to the state of Gujarat and the state of Andhra Pradesh. These led to interviews with some of the vaccinated girls or their families.

        

      

    

  
    
      
        
        Why is the case before the Supreme Court of India?

      

      
        
          Public interest litigation petitions are immediately filed to the Supreme Court if the facts concern more than one state.

        

      

    

  
    
      
        
        Are there differences between informed consent in normal medical interventions and informed consent in relation to clinical trials?

      

      
        
          The doctrine of informed consent, which receives widespread recognition and use in the context of medical treatment, is of equal if not greater significance within the context of drug experimentation. Medical practitioners abide by a code of moral conduct that requires them to operate in the best interests of the patient similar to a fiduciary, researchers follow a different set of professional norms. They undertake research projects for the furtherance of scientific knowledge. Clinical trials can only be examined for their adherence to a scientifically and ethically sound protocol, which outlines the risk-benefit justification for participating in the study.

        

      

    

  


					
				
			
			
			
			
				
					
  
      Dokumente (3)
    





	
          
  
  
    Press Release: ECCHR pushes for accountability in clinical trials in India (11 February 2014)
  


        
	
          
  
  
    Fallbeschreibung: Medikamententests in Indien
  


        
	
          
  
  
    Q&A: Medikemententests in Indien
  


        


				
			
			
			
			
			
			
			
				
					
    
  
      Partner
    


  		
		
	
          
  
  
    Human Rights Law Network (HRLN)
  


        


				
			
			
			
			
								
					
  
    
        
  
      Glossar (3)
    


      
  
    

    


      
    
      
        	
          
            
              Amicus Curiae Brief

            
            
              
                
                    
                        Ein Amicus Curiae Brief ist ein Schriftsatz an ein Gericht, mit dem man eine rechtliche Stellungnahme einreicht.

                      
                    
                    
                      
                        Mehr Anzeigen
                      
                    
                  
              

            
          
        
	
          
            
              Public Interest Litigation
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                        Die UN-Kinderrechtskonvention legt die Grundregeln für den Schutz von Kindern weltweit fest.
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