
   
 

______________________________________________________________________________
Background Readings  Page 1 

BACKGROUND READINGS 
 

1. Advisory Committee to the Director, Working Group on NIH Oversight of Clinical Gene 
Transfer Research (“Advisory Committee, Gene Transfer Research). 2000. Enhancing 
the Protection of Human Subjects in Gene Transfer Research at the National Institutes 
of Health (http://www.nih.gov/about/director/07122000.htm). 

2. Agard, A., Hermeren, G., and Herlitz, J. 2001.  Patients’ Experiences of Intervention 
Trials on the Treatment of Myocardial Infarction: Is it Time to Adjust the Informed 
Consent Procedure to the Patient’s Capacity? Heart 86: 632-637. 

3. Bahit, M.C., Cannon, C.P., Antman, E.M., Murphy, S.A., Gibson, C.M., McCabe, C.H., 
and Braunwald, E. 2003.  Direct Comparison of Characteristics, Treatment, and 
Outcomes of Patients Enrolled Versus Patients Not Enrolled in a Clinical Trial at Centers 
Participating in the TIMI 9 Trial and TIMI 9 Registry.  American Heart Journal 145(1): 
109-117. 

4. Cadman, P.E., and O’Connor, D.T.  2003.  Pharmacogenomics of Hypertension.  
Current Opinion in Nephrology and Hypertension 12: 61-70. 

5. College of Engineering and Applied Science, University of Colorado at Boulder (“CU 
Engineering”). 2003.  Micro/Nano Systems in Engineering and Life Science: Listening in 
on the “Smart” Heart Valve. (http://curve.colorado.edu/newsletter/story2.html). NOTE: 
this article, which is no longer publicly available, is replaced by Lanning, C. & Shandas, 
R.  2003.  Development and Validation of Implantable Sensors for Monitoring Function of 
Prosthetic Heart Valves: In Vitro Studies.  Medical & Biological Engineering & Computing 
41: 416-424. 

6. Dowling, R.D., Gray, L.A., Etoch, S.W., Laks, H., Marelli, D., Samuels, L., Entwistle, J., 
Couper, G., Vlahakes, G.J. and Frazier, O.H.  2003.  The AbioCor Implantable 
Replacement Heart.  Annals of Thoracic Surgery 75 (6 Supp.): S93-9. 

7. El-Banayosy, A., Arusoglu, L., Kizner, L., Morshuis M., Tenderich, G., Pae, W.E., and 
Korfer, R. 2003.  Preliminary Experience with the LionHeart Left Ventricular Assist 
Device in Patients with End-Stage Heart Failure.  Annals of Thoracic Surgery 75(5): 
1469-75. 

8. Fam, N.P., Verma, S., Kutryk, M., Stewart, D.J.  2003.  Clinician Guide to Angiogenesis.  
Circulation 108: 2613-2618. 

9. Farmer, A., Owen, M.J., and McGuffin, P. 2000. Bioethics and Genetic Research in 
Psychiatry. British Journal of Psychiatry 176: 105-108. 

10. Food and Drug Administration, U.S. Department of Health and Human Services, 2000.  
Guidance for Institutional Review Boards, Clinical Investigators, and Sponsors: 
Exception from Informed Consent Requirements for Emergency Research (Draft 
Guidance).  Rockville, Maryland. 

11. Graen, M.D. 2003. “Smart” Heart Valve. 
(http://www.ece.ndsu.nodak.edu/ece/facilities/labs/cvlab/ smartheart/smartheart.html). 

12. Jacobson, K.B. 2003.  Biosensors and Other Medical and Environmental Probes.  Oak 
Ridge National Laboratory Review 29:3 
(http://www.ornl.gov/ORNLReview/rev29_3/text/biosens.htm). 

13. Kaprielian, R., Monte, F.D., and Hajjar, R.J. 2002.  Targeting Ca2+ Cycling Proteeins 
and the Action Potential in Heart Failure by Gene Transfer.  Basic Research in 
Cardiology 97: I136-I145. 

14. Milewicz, D.M., and Seidman, C.E., 2000.  Genetics of Cardiovascular Disease.  
Circulation 102: IV-103-IV-111. 

15. Moawad, J., Meyerson, S.L., Refai, D., Skelly, C.L., Leiden, J.M., Schwartz, L.B., 2001.  
Adenoviral-mediated Gene Transfer in Human and Animal Vein Grafts using Clinically 



   
 

______________________________________________________________________________
Background Readings  Page 2 

Relevant Exposure Times, Pressures, and Viral Concentrations.  Annals of Vascular 
Surgery 15: 367-373. 

16. Mussivand, T., Harasaki, H., Litwak, K., Slaughter, M.S., Gray, L.A. et al.  2003.  In Vivo 
Evaluation of the Biocompatibility of the Totally Implantable Ventricular Assist Device 
(HeartSaver VAD).  ASAIO Journal 49(4): 459-62. 

17. National Heart, Lung, and Blood Institute, National Institutes of Health.  2003.  Facts 
About Heart and Heart-Lung Transplants.  
(http://www.nhlbi.nih.gov/health/public/heart/other/hrt_ lung.htm). 

18. Orkin, S.H., and Motulsky, A.G.  NIH Panel to Assess the NIH Investment in Research 
on Gene Therapy. 1995. Report and Recommendations (available at 
http://www.nih.gov/news/panelrep.html). 

19. Rajan, S., Radhakrishnan, J., and Rajamanickam, C.  2003.  Direct Injection and 
Expression In Vivo of Full-Length cDNA of the Cardiac Isoform of Alpha-2 Macroglobulin 
Induces Cardiac Hypertrophy in the Rat Heart.  Basic Research in Cardiology 98: 39-49. 

20. Roden, D.M. 2003.  Clinician Update: Cardiovascular Pharmacogenomics.  Circulation 
108: 3071-3074. 

21. Rothstein, M.A., and Epps, P.G. 2001. Perspectives: Ethical and Legal Implications of 
Pharmacogenomics. Nature Reviews 2: 228-231. 

22. Rusnak, J.M., Kisabeth, R.M., Herbert, D.P., and McNeil, D.M. 2001. 
Pharmacogenomics: A Clinician’s Primer on Emerging Technologies for Improved 
Patient Care. Mayo Clinic Proceedings 76(3): 299-309. 

23. Shah, A.S., White, D.C., Emani, S., Kypson, A.P., Lilly, R.E., Wilson, K., Glower, D.D., 
Lefkowitz, R.J., and Koch, W.J. 2001.  In Vivo Ventricular Gene Delivery of a B-
adrenergic Receptor Kinase Inhibitor to the Failing Heart Reverses Cardiac Dysfunction.  
Circulation 103: 1311-1316. 

24. Szokol, J.W., Murphy, G.S., Vender, J.S., and Nitsun, M.  2004.  Gene Therapy in Heart 
and Lung Disease.  Current Opinion in Anaesthesiology 17: 13-20. 

25. Tanabe, K., Serruys, P.W., Degertekin, M., Guagliumi, G., Grube, E. et al.  2004.  
Chronic Arterial Responses to Polymer-Controlled Paclitaxel-Eluting Stents: Comparison 
With Bare Metal Stents by Serial Intravascular Ultrasound Analyses: Data from the 
Randomized TAXUS-II Trial.  Circulation 109: 196-200. 

26. Turner, S.T., and Boerwinkle, E. 2000.  Genetics of Hypertension, Target-Organ 
Complications, and Response to Therapy.  Circulation 102: IV-40-IV-45. 

27. Wenzel, V., Krismer, A.C., Arntz, H.R., Sitter, H., Stadlbauer, K.H., and Lindner, K.H.  
2004.  A Comparison of Vasopressin and Epinephrine for Out-of-Hospital 
Cardiopulmonary Resuscitation.  New England Journal of Medicine 350(2): 105-113.   

28. Willman et al. 1999.  Expert Panel Review of the NHLBI Total Artificial Heart (TAH) 
Program June 1998-November 1999.  National Heart, Lung, and Blood Institute, 
National Institutes of Health.  Washington, D.C. 

29. Wivel, N.A., and Walters, L. 1993. Germ-Line Gene Modification and Disease 
Prevention: Some Medical and Ethical Perspectives. Science 262(5133): 533-538. 

30. Zhao, J., Pettigrew, G.J., Thomas, J., Vandenberg, J.I., Delriviere, L., Bolton, E.M., 
Carmichael, A., Martin, J.L., Marber, M.S., and Lever, A.M.L. 2002.  Lentiviral Vectors 
for Delivery of Genes into Neonatal and Adult Ventricular Cardiac Myocytes In Vitro and 
In Vivo.  Basic Research in Cardiology 97: 348-358. 

 
 



   
 

______________________________________________________________________________
ACCF/AHA Readings  Page 1 

American College of Cardiology Foundation and the American Heart Association, Inc. 
READINGS FROM ACCF/AHA CONFERENCES ON ETHICS IN CARDIOVASCULAR 

RESEARCH AND MEDICINE 
 

1. Popp, R.L., and Smith, S.C.  2004.  Cardiovascular Professionalism and Ethics in the 
Modern Era.  Journal of the American College of Cardiology 44(8): 1722-1723. 

2. Alpert et al.  2004.  Task Force 1: The ACCF and AHA Codes of Conduct in Human 
Subject Research.  Journal of the American College of Cardiology 44(8): 1724-1728. 

3. Califf et al.  2004.  Task Force 2: Investigator Participation in Clinical Research.  Journal 
of the American College of Cardiology 44(8): 1729-1736. 

4. Jacobs et al.  2004.  Task Force 3: Disclosure of Relationships With Commercial 
Interests: Policy for Educational Activities and Publications.  Journal of the American 
College of Cardiology 44(8): 1736-1740. 

5. King et al.  1998.  Task Force 2: Application of Medical and Surgical Interventions Near 
the End of Life.  Journal of the American College of Cardiology 31(5): 933-942. 

6. Roberts, R., and Ryan, T.J.  1998.  Task Force 3: Clinical Research in a Molecular Era 
and the Need to Expand Its Ethical Imperatives.  Journal of the American College of 
Cardiology 31(5): 942-949. 


	1

