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Editors’ Note 

 
The Annals of Health Law is proud to present the Seventeenth Issue of our online, student-
written publication, Advance Directive. Advance Directive aims to support and encourage 
student scholarship in the area of health law and policy. In this vein, this issue explores a variety 
of areas that focus on innovations and incentives in life sciences. Life sciences research, 
concerning the study of living organisms, including biology, botany, zoology, microbiology, 
physiology, biochemistry, and related subjects, is at the forefront of creating new innovative 
methods to increase patient access to quality treatments. This issue explores legal, regulatory and 
policy issues in the life sciences arena, focusing on past, current and future trends and the 
incentives and innovation that will get us there. Here, the authors examine a variety of topics on 
the issue of innovations and incentives in life sciences, ranging from the Precision Medicine 
Initiative for personalized medicine to drug compounding facilities as an alternative to 
skyrocketing drug prices.  
 
This issue begins with a discussion of the Precision Medicine Initiative and its focus on 
developing diagnostic and preventive treatment options that are tailored to individual needs. The 
author suggests that insurers should provide reimbursements for these treatments because they 
will reduce long-term costs in the long run by preventing, mitigating, and treating expensive 
health conditions.  
 
Our discussion then turns to a discussion on the Food, Drug, and Cosmetic Act and the impact of 
the FDA Modernization Act of 1997, federal cases regarding the First Amendment rights of drug 
makers to promote off-label drugs and the relaxation of administrative guidance from the FDA 
regarding “scientific exchange.” The author argues that while the FDA plays a critical role in 
ensuring that patients and physicians have confidence that prescribed medicines are safe and 
effective for their approved uses and protecting the public health through rigorous clinical 
standards and administrative safeguards, the practice of modern medicine demands a more 
flexible framework of information sharing, pharmaceutical use, and discernment regarding 
prescriptions.  
 
Next, the discussion turns to the newly instituted hospital-acquired condition penalty and the 
implications for disproportionate share and academic hospitals. The author proposes that the 
penalty would be more efficient if it was changed in two ways: first, if implemented as a function 
of hospital-acquired conditions per patients treated, and second, excuse disproportionate share 
hospitals and academic hospitals from the penalty altogether. The author notes that incentivizing 
hospitals to reduce hospital-acquired conditions can be effective, but that penalizing Medicare 



 
 

payments could pose to large a financial risk for hospitals that rely heavily on government 
funded health plans. 
 
Finally, we end our issue with a discussion of the rising prices of drugs. The author proposes that 
market-based solutions are the best mechanism to combat increased drug prices, and particularly, 
that compounded drugs could be a viable option. The author discusses the current problems that 
arise in drug compounding, and proposes solutions to allow for safe and effective methods of 
drug compounding. The author argues that while this method may be controversial, 
improvements to the process could increase patient access to affordable medications.   
 
We would like to thank Kaitlin Lavin, our Technical Production Editor, because without her 
knowledge and commitment this Issue would not have been possible. We would like to give 
special thanks to our Annals Editor-in-Chief, Dennis Pangindian, for his leadership and support. 
The Annals Executive Board Members, Alanna Kroeker, MaryKathryn Hurd, Mandy Bast, and 
Kaitlin Lavin, and the Annals Senior Editors, Lindsey Croasdale, Xavier Vergara, Marika 
Iszczyszyn, Laura Doyen, and Mel Gaddy provided invaluable editorial assistance with this 
Issue. The Annals members deserve special recognition for their thoughtful and topical articles 
and for editing the work of their peers. Lastly, we must thank the Beazley Institute for Health 
Law and Policy and our faculty advisors, Professor Lawrence Singer, Megan Bess, and Kristin 
Finn for their guidance and support. We hope you enjoy our Seventeenth Issue of Advance 
Directive.  
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