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                The explosion of new human genetic data and an increasing awareness that genetic variation influences drug responsiveness has signaled a new era of pharmacogenetic research. Rich opportunities now exist to dissect the variable pharmacokinetic and pharmacodynamic effects of new and marketed drugs as well as the molecularâ€“genetic basis for disease heterogeneity. Pharmacogenetic investigations should provide important advances in the design, development and delivery of safe and efficacious pharmaceuticals, including opportunities to provide customized drugs for specific patient populations as defined by their unique genotypes. As such, pharmacogenetics represents an important new approach to address directly unmet medical needs of high interest to consumers, health care providers and the pharmaceutical industry.1 The guidelines and policies of diverse regional or international ethical, regulatory, medical and scientific bodies emphasize the importance of enhancing health care through genetics-based research.2,3,4,5,6,7,8
Informed consent (IC) is the means by which potential research subjects make a judgment about the contribution that their involvement in the research can make, relative to the risks or benefits to them as individuals. Pharmacogenetic research in drug development involves special considerations and disclosures in the informed consent process. These disclosures are of practical importance in the context of available options and strategies for incorporating genetic objectives into clinical studies and are of ethical importance in terms of the implications of genetic data to be derived from such studies, including the potential risks for genetic discrimination. However, early experience in the design and implementation of such studies by pharmaceutical sponsors indicates a need for consistent practices in the IC process. In the context of multi-national drug trials and registration efforts, IC policies may be inconsistent among individual institutional review boards (IRB) or independent ethics committees (IEC), and in some cases IRB/IEC requirements may be contradictory among different countries. Several approaches to protecting human subjects in clinical genetic research through IC have been proposed. These have merit in particular contexts, but none of these address all issues in all circumstances.9,10,11,12,13


                
                
                    
                        This is a preview of subscription content, access via your institution

                    

                    
                

                

                Access options

                


                
                    
                        
                            

    
        
            
                
                Access through your institution
            
        

        
    



                        

                        

    
        
        

        
        
            
                
                Access through your institution
            
        

        
            
                Change institution
            
        

        
        
            
                Buy or subscribe
            
        

        
    



                    
                

                
    
    Subscribe to this journal
Receive 6 print issues and online access
$259.00 per year
only $43.17 per issue

Learn more


Rent or buy this article
Prices vary by article type
from$1.95
to$39.95
Learn more


Prices may be subject to local taxes which are calculated during checkout



  

    
    
        
    Additional access options:

    	
            Log in
        
	
            Learn about institutional subscriptions
        
	
            Read our FAQs
        
	
            Contact customer support
        



    

                
                    
                


                
                    
                        
                    
                
            

            
                References
	Spear BB, Heath-Chiozzi ME, Barnes DM, Cheeseman K, Shaw P, Campbell DA et al . Terminology for sample collection in clinical genetic studies Pharmaco J 2001 1: 101â€“103
ArticleÂ 
    
                    Google ScholarÂ 
                

	National Bioethics Advisory Commission (USA). Ethical and Policy Issues in Research Involving Human Participants 2001

	Knoppers BM . Ethical Issues in International Collaborative Research on the Human Genome: The HGP and the HGDP Genomics 1996 34: 272â€“282
CASÂ 
    
                    Google ScholarÂ 
                

	Medical Research Council (UK). Human Tissue and Biological Samples for Use in Research (for Consultation) 1999

	Council for International Organizations for Medical Sciences. International guidelines for ethical review of epidemiological studies Law Med Health Care 1991 19: 247â€“258

	World Health Organization. Proposed International Guidelines on Ethical Issues in Med-ical Genetics and Genetic Services. (Documentreference WHO/HGN/GL/ETH98.1). Report of a WHO Meeting on Ethical Issues in medical Genetics, Geneva 15â€“16 December 1997

	Human Genome Organization Ethics Committee. Statement on DNA Sampling: Control and Access, 1998. Based on the discussion by the HUGO Ethics Committee of the Knoppers paper Genomics 1998 50: 385â€“401
ArticleÂ 
    CASÂ 
    
                    Google ScholarÂ 
                

	For information on guidelines, policies, lawshttp://www.humgen.umontreal.ca/en/

	The American Society of Human Genetics. Statement on informed consent for genetic research Am J Hum Genet 1996 59: 471â€“474

	Reilly PR, Boshar MF, Holtzman SH . Ethical issues in genetic research: disclosure and informed consent Nat Genet 1997 15: 16â€“20
ArticleÂ 
    CASÂ 
    
                    Google ScholarÂ 
                

	Clayton E . Informed consent for genetic research on stored tissue samples JAMA 1995 274: 1786â€“1792
ArticleÂ 
    CASÂ 
    
                    Google ScholarÂ 
                

	Deschenes M, Cardinal G, Knoppers BM, Glass KC . Human genetic research, DNA banking and consent: a question of â€˜formâ€™ Clin Genet 2001 59: 221â€“239
ArticleÂ 
    CASÂ 
    
                    Google ScholarÂ 
                

	Beskow MB, Burke W, Merz JF, Barr PA, Rerry S, Penchaszadeh VB et al . Informed consent for population-based research involving genetics JAMA 2001 286: 2315â€“2326
ArticleÂ 
    CASÂ 
    
                    Google ScholarÂ 
                

	45 Code of Federal Regulations (US), Â§ 46.116

	21 Code of Federal Regulations (US), Â§ 312.62

	Earley C, Strong L . Certificates of confidentiality: a valuable tool for protecting genetic data Am J Hum Genet 1995 57: 727â€“731
CASÂ 
    PubMedÂ 
    PubMed CentralÂ 
    
                    Google ScholarÂ 
                

	Knoppers BM, Hirtle M, Lormeau S, Laberge CM, Laflamme M . Ethical issues: control of DNA samples and information Genomics 1998 50: 385â€“401
ArticleÂ 
    CASÂ 
    
                    Google ScholarÂ 
                

	Went L . Ethical issues policy statement on Huntington's disease molecular genetics predictive test J Med Genet 1990 27: 34â€“38
ArticleÂ 
    CASÂ 
    
                    Google ScholarÂ 
                

	Reilly PR . Rethinking risks to human subjects in genetic research Am J Hum Genet 1998 63: 682â€“685
ArticleÂ 
    CASÂ 
    
                    Google ScholarÂ 
                

	NIH Office of Protection from Research Risks in Human Genetic Research. Protecting Human Research Subjects: Institutional Review Board Guidebook Chapter 5H US Government Printing Office: Washington, DC 1993

	Department of Health and Human Services. Standards for Privacy of Individually Identifiable Health Information, 65 Federal Register 82462, December 28, 2000

	Directive 95/46/EC of the European Parliament and of the Council of October 24, 1995 on the protection of individuals with regard to the processing of personal data and on the free movement of such data. Official J Eur Comm 1995 L281: 31â€“50

	American's with Disabilities Act. A Guide to Disability Rights Law US Department of Justice, Civil Rights Division, Disability Rights Section, May 2000.http://www.usdoj.gov/crt/ada/cguide.htm

	Knoppers BM . Status, sale and patenting of human genetic material: an international survey Nat Genet 1999 22: 23â€“26
ArticleÂ 
    CASÂ 
    
                    Google ScholarÂ 
                

	Exculpatory Language in Informed Consent. Cooperative Oncology Group Chairpersons Meeting, Office for Protection from Research Risks (OPRR), 1996http://ohrp.osophs.dhhs.gov/humansubjects/guidance/exculp.htm

	The Human Genome Organisation. Ethical, legal, and social issues committee on the principled conduct of genetic research Genome Dig 1996 3: 2â€“3

	United Nations Educational, Scientific and Cultural Organization. Draft of a Universal Declaration on the Human Genome and Human Rights International Bioethics Committee: Paris France 1997

	Council of Europe. Convention for the protection of human rights and dignity of the human being with regard to the application of biology and medicine: convention on human rights and biomedicine Int Dig Health Legislat 1997 48: 99â€“105

	Council of Europe. Recommendation R (90) 3 on medical research on human beings Int Dig Health Legislat 1990 41: 461


Download references




Author information
Authors and Affiliations
	Pharmacia Corporation, Pharmacogenomics, Kalamazoo, MI, USA
DC AndersonÂ &Â B Gomez-Mancilla

	Abbott Laboratories, Pharmacogenetics, Abbott Laboratories, Abbott Park, IL, USA
BB SpearÂ &Â DM Barnes

	Astra-Zeneca, Experimental Medicine, Loughborough, UK
K Cheeseman

	Bristol-Myers Squibb, Pharmacogenomics & Human Genetics, Princeton, NJ, USA
PM ShawÂ &Â J Friedman

	GlaxoSmithKline, Genetics Research, Greenford, Middlesex, UK
A McCarthyÂ &Â C Brazell

	GlaxoSmithKline, Genetics Research, Research Triangle Park, NC, USA
SC Ray

	Pfizer, Global Research & Development, Sandwich Laboratories, Sandwich, Kent, UK
D McHale

	F Hoffmann-La Roche Ltd., Roche Genetics, Basel, Switzerland
L Hashimoto

	Schering AG, SBU Specialized Therapeutics, Berlin, Germany
R Sandbrink

	Merck & Co., Clinical Genomics, West Point, PA, USA
ML Watson

	Wyeth Research, Wyeth Pharmaceuticals, Inc., Worldwide Regulatory Affairs, St. Davids, PA, USA
RA Salerno

	Johnson & Johnson Pharmaceutical Research and Development, Pharmacogenomics, Raritan, NJ, USA
N Cohen

	Covington and Burling, London, UK
CE Lister


Authors	DC AndersonView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	B Gomez-MancillaView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	BB SpearView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	DM BarnesView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	K CheesemanView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	PM ShawView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	J FriedmanView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	A McCarthyView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	C BrazellView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	SC RayView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	D McHaleView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	L HashimotoView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	R SandbrinkView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	ML WatsonView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	RA SalernoView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	N CohenView author publications
You can also search for this author in
                        PubMedÂ Google Scholar



	CE ListerView author publications
You can also search for this author in
                        PubMedÂ Google Scholar





Consortia
on behalf of The Pharmacogenetics Working Group

Corresponding author
Correspondence to
                DC Anderson.


Additional information
Members of the Pharmacogenetics Working Group include: Abbott Laboratories, Amgen, AstraZeneca, Aventis, Bristol-Myers Squibb, Eli Lilly, GlaxoSmithKline, Johnson & Johnson, Merck, Novartis, Organon, Pfizer, Pharmacia Corporation, F Hoffmann-La Roche Ltd., Schering AG, Schering-Plough, and Wyeth Research.


Rights and permissions
Reprints and permissions


About this article
Cite this article
Anderson, D., Gomez-Mancilla, B., Spear, B. et al. Elements of informed consent for pharmacogenetic research; perspective of the pharmacogenetics working group.
                    Pharmacogenomics J 2, 284â€“292 (2002). https://doi.org/10.1038/sj.tpj.6500131
Download citation
	Published: 19 November 2002

	Issue Date: 01 May 2002

	DOI: https://doi.org/10.1038/sj.tpj.6500131


Share this article
Anyone you share the following link with will be able to read this content:
Get shareable linkSorry, a shareable link is not currently available for this article.


Copy to clipboard

                            Provided by the Springer Nature SharedIt content-sharing initiative
                        








            


            
        
            
                This article is cited by

                
                    	
                            
                                
                                    
                                        Within and beyond the communal turn to informed consent in industry-sponsored pharmacogenetics research: merits and challenges of community advisory boards
                                    
                                

                            
                                
                                    	Hojjat Soofi
	Evert van Leeuwen


                                
                                Journal of Community Genetics (2016)

                            
	
                            
                                
                                    
                                        Challenges in Obtaining Adequate Genetic Sample Sets in Clinical Trials: The Perspective of the Industry Pharmacogenomics Working Group
                                    
                                

                            
                                
                                    	A W Warner
	A Bhathena
	A Snapir


                                
                                Clinical Pharmacology & Therapeutics (2011)

                            
	
                            
                                
                                    
                                        Global Requirements for DNA Sample Collections: Results of a Survey of 204 Ethics Committees in 40 Countries
                                    
                                

                            
                                
                                    	D S Ricci
	E D Broderick
	A Snapir


                                
                                Clinical Pharmacology & Therapeutics (2011)

                            
	
                            
                                
                                    
                                        Informed consent in the context of pharmacogenomic research: ethical considerations
                                    
                                

                            
                                
                                    	H C Howard
	Y Joly
	J C Tardif


                                
                                The Pharmacogenomics Journal (2011)

                            
	
                            
                                
                                    
                                        The emergence of an ethical duty to disclose genetic research results: international perspectives
                                    
                                

                            
                                
                                    	Bartha Maria Knoppers
	Yann Joly
	Francine Durocher


                                
                                European Journal of Human Genetics (2006)

                            


                

            

        
    

            
        





    
        

        
            
                

    
        
            
                
                Access through your institution
            
        

        
            
                
                    Buy or subscribe
                
            

        
    



            

            
                

    
        
        

        
        
            
                
                Access through your institution
            
        

        
            
                Change institution
            
        

        
        
            
                Buy or subscribe
            
        

        
    



            

        
    


    
        
    

    
    

    
        
            
                
                    
                        
                            Advertisement

                            
    
        
            
                [image: Advertisement]
        

    


                        

                    

                

            

            

            

        

    






    
        
            
                Explore content

                	
                                
                                    Research articles
                                
                            
	
                                
                                    Reviews & Analysis
                                
                            
	
                                
                                    News & Comment
                                
                            
	
                                
                                    Current issue
                                
                            
	
                                
                                    Collections
                                
                            


                	
                            
                                Subscribe
                            
                        
	
                            Sign up for alerts
                            
                        
	
                            
                                RSS feed
                            
                        


            

        
    
    
        
            
                
                    About the journal

                    	
                                
                                    Journal Information
                                
                            
	
                                
                                    Open Access Publishing
                                
                            
	
                                
                                    About the Editors
                                
                            
	
                                
                                    Contact
                                
                            
	
                                
                                    For Advertisers
                                
                            
	
                                
                                    Subscribe
                                
                            


                

            
        

        
            
                
                    Publish with us

                    	
                                
                                    For Authors & Referees
                                
                            
	
                                
                                    Language editing services
                                
                            
	
                                Submit manuscript
                                
                            


                

            
        
    



    
        Search

        
            Search articles by subject, keyword or author
            
                
                    
                

                
                    
                        Show results from
                        All journals
This journal


                    

                    
                        Search
                    

                


            

        


        
            
                Advanced search
            
        


        Quick links

        	Explore articles by subject
	Find a job
	Guide to authors
	Editorial policies


    





        
    
        
            

            
                
                    The Pharmacogenomics Journal (Pharmacogenomics J)
                
                
    
    
        ISSN 1473-1150 (online)
    
    


                
    
    
        ISSN 1470-269X (print)
    
    

            

        

    




    
        
    nature.com sitemap

    
        
            
                About Nature Portfolio

                	About us
	Press releases
	Press office
	Contact us


            


            
                Discover content

                	Journals A-Z
	Articles by subject
	protocols.io
	Nature Index


            


            
                Publishing policies

                	Nature portfolio policies
	Open access


            


            
                Author & Researcher services

                	Reprints & permissions
	Research data
	Language editing
	Scientific editing
	Nature Masterclasses
	Research Solutions


            


            
                Libraries & institutions

                	Librarian service & tools
	Librarian portal
	Open research
	Recommend to library


            


            
                Advertising & partnerships

                	Advertising
	Partnerships & Services
	Media kits
                    
	Branded
                        content


            


            
                Professional development

                	Nature Careers
	Nature 
                        Conferences


            


            
                Regional websites

                	Nature Africa
	Nature China
	Nature India
	Nature Italy
	Nature Japan
	Nature Middle East


            


        

    

    
        	Privacy
                Policy
	Use
                of cookies
	
                Your privacy choices/Manage cookies
                
            
	Legal
                notice
	Accessibility
                statement
	Terms & Conditions
	Your US state privacy rights


    





        
    
        [image: Springer Nature]
    
    © 2024 Springer Nature Limited




    

    
    
    











    [image: ]







[image: ]
