PUBLISHED RESOURCES

1.  IRBs and Human Subject Protection


Human Research Report:  Deals with issues such as - Informed Consent, Conflict of Interest, Scientific Misconduct, Research Ethics, Compliance With Regulations of NIH, FDA, DOD, DOE, USDA, etc., Subject and Patient Rights, Ways to Protect Researchers, Ways to Protect Research Institutions,. and research compliance issues

You can subscribe online - http://www.humansubjects.com - or write - The Deem Corporation, PO Box 44069, Omaha, NE 68144


IRB - Launched in 1979 in the wake of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research, IRB is the only publication devoted exclusively to the ethics of research with human subjects. It is directed primarily to clinical researchers and members of institutional review boards, and keeps them abreast of both current philosophical thinking about human subjects research and regulatory developments and other issues of relevance.

Published by The Hastings Center, you can subscribe on line - http://www.thehastingscenter.org/publications.htm - or write - The Hastings Center, Garrison, NY 10524


Food and Drug Administration, Information Sheets: Guidance for Institutional Review Boards and Clinical Investigators, 1998 Update.  Put out by the Food and Drug Administration, this is a document that represents the agency's current guidance on protection of human subjects of research.

There are no more printed copies.  This document is now only available on the Internet, and must be downloaded.  The URL is - http://www.fda.gov/oc/oha/IRB/toc.html

Office for Protection from Research Risks, Protecting Human Research Subjects, Institutional Review Board Guidebook (1993).  This guidebook was developed to help IRB members, institutional administrators and researchers understand the issues and concepts related to human subjects research, as well as helping them become familiar with the regulations.

This Guidebook can be downloaded from the Internet, URL - http://grants.nih.gov/grants/oprr/irb/irb_guidebook.htm - or  write - Office for Protection from Research Risks, National Institutes of Health, 6100 Executive Boulevard, Suite 3B01, MSC-7507, Rockville, MD 20892-7507


Protecting Study Volunteers in Research.  Cynthia McGuire Dunn, M.D. & Gary Chadwick, Pharm.D., MPH The University of Rochester Medical Center (ISBN#: 0-9673029-1-9)- This manual, designed to assist clinical research professionals in providing the highest standards of safety and ethical treatment for their study volunteers, has been written specifically for academic institutions and IRBs actively involved in clinical trials.

This manual can be obtained from CenterWatch, Inc., 22 Thomson Place, 36T1, Boston, MA  02210-1212 or ordered on the Internet at http://www.centerwatch.com/order/pubs_profs_protect.html

Ethics and Regulation of Clinical Research, second edition.  Robert J. Levine. Yale University Press, 1988.  This book is a survey of the ethical and legal duties of clinical researchers and examines some of the ethical issues underlying human subjects research.

The book is in print and can be obtained from a bookstore.


Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans - This document describes the joint policies of three Canadian Councils - the Medical Research Council (MRC), the Natural Sciences and Engineering Research Council (NSERC), and the Social Sciences and Humanities Research Council (SSHRC) … This policy expresses to the continuing commitment by the three Councils to the people of Canada, to promote the ethical conduct of research involving human subjects

Available on the Internet, URL - http://www.nserc.ca/programs/ethics/english/policy.htm#contents

ICH E-6, Good Clinical Practice, Consolidated Guidelines - This is a consolidated document setting out a tripartite (European Union, Japan, USA) standard for the conduct of clinical trials, covering aspects of preparation, monitoring, reporting and archiving of clinical trials and incorporating addenda on the Essential Documents and on the Investigator’s Brochure which had been agreed earlier through the International Conference on Harmonization (ICH) process.  Although only considered guidance in the United States, it is an excellent overview of “how to run clinical trials.”  This covers drugs/biologics only.

Available online at the International Federation of Pharmaceutical Manufacturers Associations (IFPMA) website - http://www.ifpma.org/pdfifpma/e6.pdf or on the FDA website at - http://www.fda.gov/cder/guidance/959fnl.pdf
2.  Other Publications Related to Bioethics/Human Subject Research


National Library of Medicine – Current Bibliographies in Medicine 99-3.  Ethical Issues in Research Involving Human Participants, January 1989 through November 1998 (4650 Citations).  Prepared by Cynthia B. Love, M.L.S., National Library of Medicine, Elizabeth J. Thomson, M.S., R.N., National Human Genome Research Institute, Charmaine D. Royal, Ph.D., National Human Genome Research Institute; Howard University. 1999 May 

This publication is available from the National Library of Medicine, Reference Section, 8600 Rockville Pike, Bethesda, Maryland 20894 or via the Internet, URL - http://www.nlm.nih.gov/pubs/cbm/hum_exp.html

Applied Clinical Trials, The Global Guide to Clinical Trials Management - hands-on articles that apply to the day-to-day activities of clinical trials, such as developing protocols, recruiting and working with human subjects, collecting and managing data, complying with the US FDA and European regulations, and addressing GCP (good clinical practice) issues.  You may read the current edition of the journal on the Internet at - http://www.pharmaportal.com/mags/single.info.cfm?product=ACT
This journal is free to those within biomedical research.  To get a free subscription, you must subscribe online - https://www.advanstar.com/subscribe/apct/ - or complete a subscription care found in one of the journals.


The Hastings Center Report - The Hastings Center sustains an active commitment to publication through its journals and monographs. Its premiere publication, the Hastings Center Report was the first periodical devoted specifically to ethical issues in medicine, the life sciences, and the professions. This bimonthly journal offers a public forum in which the many disciplines and professions that contribute to bioethics - philosophy, medicine, law, the natural and social sciences, theology - can join in mutually enriching conversation on common ground. Its goal is to stimulate the moral imagination of its diverse readers in articles that are both intellectually rigorous and generally accessible.
Published by The Hastings Center, you can write - The Hastings Center, Garrison, NY 10524 or subscribe on line - http://www.thehastingscenter.org/publications.htm

Journal of Law, Medicine, and Ethics - The American Society of Law, Medicine & Ethics publishes this quarterly journal, intended to inform health care professionals about issues affecting the practice of medicine. Journal issues feature articles, updates on significant legal decisions and policy developments affecting health care, plus book reviews. 

You can subscribe on the Internet, URL - http://www.aslme.org/publications/body.html. - or write, The American Society of Law, Medicine & Ethics, 765 Commonwealth Avenue, 16th Floor, Boston, Massachusetts 02215 


Journal of Medical Ethics - This international journal reflects the whole field of medical ethics. Contributions to the journal originate in many countries and disciplines, and feature original articles on ethical aspects of health care, as well as case conferences…
You can subscribe on the Internet, URL - http://www.bmjpg.com/data/jme.htm - or write BMJ Publishing Group, PO Box 299, London WC1H 9TD, UK or fax: +44 (0)20 7383 6402


Kennedy Institute of Ethics Journal and New Titles in Bioethics (both published quarterly) – subscriptions with membership in Kennedy Institute of Ethics, a teaching and research center offering ethical perspectives on major policy issues. It is the largest university based group of faculty members in the world devoted to research and teaching in biomedical ethics and other areas of applied ethics. The Institute also houses the most extensive library of ethics in the world, the National Reference Center for Bioethics Literature; produces BIOETHICSLINE®, an online medical ethics database; and conducts regular seminars and courses in bioethics
This journal is available to members of the Kennedy Institute of Ethics.  To join, write The Kennedy Institute of Ethics, Poulton Hall, 37th and P Streets Northwest, Georgetown University, Washington, D.C. 20057.  There is also an online version of the journal available at - http://muse.jhu.edu/journals/kennedy_institute_of_ethics_journal/index.html

National Reference Center for Bioethics Literature, available online at http://www.georgetown.edu/research/nrcbl/

The Journal of Clinical Ethics - written for and by physicians, nurses, attorneys, clergy, ethicists, and others whose decisions directly affect patients.

To subscribe, write, The Journal of Clinical Ethics, 17100 Cole Road, Suite 312, Hagerstown, Maryland 21740 or subscribe online - http://www.clinicalethics.com/

Bioethics Literature Review – a monthly publication that offers comprehensive and interdisciplinary coverage of biomedical literature.  As well as surveying the essential medical literature, Bioethics Literature Review covers key publications in law, public policy, the social sciences and allied health fields.  More than 300 journals are scanned each month.

To subscribe, write, University Publishing Group, 17100 Cole Road, Suite 312, Hagerstown, Maryland 21740 or subscribe online - http://www.upgbooks.com/

Biomedical Ethics, Newsletter of the European Network for Biomedical Ethics – has articles on a wide variety of topics related to the medical, human genetic, social, juridical and ethical dimensions of human reproductive medicine and its connections with genetic diagnosis and gene therapy
Can subscribe online at - http://www.uni-tuebingen.de/zew/bme/ - or write Biomedical Ethics, Newsletter of the European Network for Biomedical Ethics, Interfaculty Center for Ethics in the Sciences and Humanities, University of Tübingen, Keplerstraße 17, D-72070 Tübingen, Germany

             Research Compliance Alert.  A monthly newsletter for research professionals devoted to providing information on fiscal and regulatory compliance issues in research that has started is a new publication in March this year,

To subscribe, write , Research Compliance Alert, PO Box 413, Swampscott, MA 01907 or call 781 595-0019. e-mail: danlandrigan@mediaone.net 
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