Readings: BUS 590 O: Biotech and Pharma Law
Week 11.
Overview of Drug Regulation


A. Overview of Drug Regulation, David Baumer

B. Consumer Protection: Regulation of Physical Products, David Baumer
C. History of the FDA

D. 
The 1906 Food and Drugs Act and Its Enforcement

E. 

HYPERLINK "http://www.fda.gov/oc/history/historyoffda/section2.html"

The 1938 Food, Drug, and Cosmetic Act

F. 

HYPERLINK "http://www.fda.gov/oc/history/historyoffda/section3.html"

Drugs and Foods Under the 1938 Act and Its Amendments

G. 

 HYPERLINK "http://www.fda.gov/opacom/laws/" 

Laws Enforced by the FDA and Related Statutes



Week 12.a.
Product Liability for Prescription Drugs

A. Off-Label Use of Prescription Drugs, Vivian
B. Off-Label Promotion Approved to Limited Extent, Vivian

1. http://www.uspharmacist.com/oldformat.asp?url=newlook/files/Phar/may00law.cfm&pub_id=8&article_id=528
C. Uses of Drugs Not Described in the Package Insert (Off-Label Uses)
D. Medicolegal Implications of Using Off-Label Drugs and Devices, Craven and Moran*
E. Is the FDA’s Nose Growing: The FDA Does Not “Exaggerate” it Overall Place in the Universe When Regulating Speech Incident to “Off-Label Prescription Drug Labeling and Advertising, Nicole Endejann, 35 Akron L. Rev. 491 (2002). 
1. http://www.lib.ncsu.edu:2193/universe/document?_m=ee1b19442494eba20927ba6a62949ec0&_docnum=1&wchp=dGLbVzz-zSkVb&_md5=fc6773b771e73d03f648c3f21c62eaf1
Week 12.b.
Dietary Supplement Health and Education Act of 1994
A. Dietary Supplement Health and Education Act of 1994
B. The Dietary Supplement Health and Education Act: Regulation at a Crossroad, Michael A. McCann, 31 Am. J. L. and Med. 215 (2005)
1. http://www.lib.ncsu.edu:2193/universe/document?_m=93c385d65af949d8543d5589101ba16f&_docnum=1&wchp=dGLbVzz-zSkVb&_md5=0ab4a55206e6f9b54664f52d2907a2b4
Week 12.c.
Food Labels

A. Summary of the Nutrition Labeling and Education Act of 1990

1. http://thomas.loc.gov/cgi-bin/bdquery/z?d101:HR03562:@@@D&summ2=3&%7CTOM:/bss/d101query.html%7C
B.
The Food Label
Week 13
Prescription Drug Marketing Act: FDA Marketing Restrictions


A. Prescription Drug Marketing Act of 1987



1. http://thomas.loc.gov/cgi-bin/bdquery/z?d100:HR01207:@@@D&summ2=m&|TOM:/bss/d100query.html|. 

B. The Prescription Drug Marketing Act: Report to Congress, DHHS, U.S. Food and Drug Administration, June 2001.
C. Lessons from Expanded Government Enforcement Efforts Against Drug Companies, Marc Scheineson and Shannon Klinger, 60 Food Drug L.J. 1 (2005)


1. http://www.lib.ncsu.edu:2193/universe/document?_m=512da8c6685fe31af9592508e232720a&_docnum=1&wchp=dGLzVlz-zSkVA&_md5=141fe7ca2b487d8d64fb096aeea9f4ee
D.
Fee for Service, Distribution of Pharmaceuticals, David L. Baumer
Week 14
Online Distribution of Prescription Drugs

A. Prescribing a Cure for Online Pharmacies, Phil Ayres, 72 Tenn. L. Rev. 949 (2005)
1. http://www.lib.ncsu.edu:2193/universe/document?_m=10f1543950aeae3766df0e7db859d285&_docnum=1&wchp=dGLbVlb-zSkVb&_md5=78d00860be2cf6fa0d1b88dc2ecb6e89
B. Internet Prescribing Jurisdictions**
C. Can Regulation of Distribution of Pharmaceutical Products Coexist with Advances in Information Technology, Baumer, Earp, and Poindexter

D. 
Prescriptions sans Frontieres, Nicolas Terry, 4 Yale J. Health Pol’y L. & Ethics 183 (Summer 2004).
1. http://www.lib.ncsu.edu:2193/universe/document?_m=1bdc6cf2782139f5ad130a14a92c8414&_docnum=1&wchp=dGLbVzz-zSkVb&_md5=ffff01d8083cf53dc4387fd94debf0fa
Week 15
Privacy of Medical Information and HIPAA Regulations
A. The Inadequacy of HIPAA’s Privacy Rule: The Plain Language Notice of Privacy Practices and Patient Understanding, Pollio

1. http://www.lib.ncsu.edu:2193/universe/document?_m=977a95f969d3ae90afccf33da76436b3&_docnum=2&wchp=dGLbVzz-zSkVb&_md5=48b61b56d5e4fd571d7dcc1da42e184f
B. Privacy of Medical Records: IT Implications of HIPAA, Baumer, Earp, and Payton

C. 

 HYPERLINK "HIPAA%20Regulations.Comprehensive.ppt" 

Comprehensive HIPAA Regulations

