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An Overview

Generic drugs are exact copies of brand name drugs that have lost patent protection. They have the same concentration 
of the chemical substance as the original/branded drug and are administered the same way as the branded drug. 
Generic drugs are considered essential for affordable healthcare as they lower drug prices and increase access to 
healthcare. Use of generic drugs in the U.S. has increased from 63% in 2008 to 89% of total prescriptions in 2016 
(Figure 1). 

The generic drug industry got a big boost from the passage of the Hatch-Waxman Act in 1984. This act allows the 
generic drug manufacturer to use clinical data for safety and efficacy from the corresponding branded drug New Drug 
Application (NDA). The generic drug manufacturer needs to only demonstrate bio equivalency, not safety and efficacy, 
of the generic drug to the branded drug in its Abbreviated New Drug Application (ANDA). As a result, the average cost 
of an ANDA is approximately $60,000, whereas the average cost of an equivalent NDA is approximately $800,000. 
The Hatch-Waxman Act allows the generic maker to conduct its bio equivalency trials and prepare for its ANDA before 
expiration of the relevant patent. This is done to ensure generic drug entry coincides with patent expiration. Also, the 
Hatch-Waxman Act grants the first generic manufacturer to get its ANDA approved a 180-day exclusivity.  

Generic drugs, on average, cost less than branded drugs. However, the price discount is dependent on the number 
of manufacturers. The first generic on the market reduces the price of the drug by about 6%, the second one reduces 
the price by 48%, the third by 56%. Each additional manufacturer lowers the price with the final reduction of 80% for 
a drug with 9 or more generic suppliers (Figure 2).

						      Figure 1: Generic Pharmaceutical Association Annual Savings and Access Report
						      Figure 2: FDA
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Figure 1: Generic drugs as percent 
of total prescriptions1
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The Investment Scenario:

In general, stock performance of the generic drug manufacturers is correlated to drug price inflation. In periods of high 
inflation, revenue growth begins to accelerate and gross margins expand resulting in higher returns. This was the case 
in 2013-2014, when drug shortages due to manufacturing issues as well as lower ANDA approvals led to price inflation 
of about 10% per year (Figures 4,5,6). Since 2015, generic drug prices in the U.S. have fallen by about 8-10% per year. 
This price deflation is mainly due to the following:

1.	 Buying Consortiums: Consolidation as well as partnerships in the 2015-2017 period has given rise to 
pharmaceutical buying consortiums. It is estimated that 90% of all generic drug purchasing is done by three 
mega consortiums. The major consortiums include Red Oak Sourcing (CVS+ Cardinal Health), Walgreens Boots 
Alliance (Walgreens+ Amerisource Bergen+ Express Script’s Econ Disc), McKesson (McKesson+ Walmart’s 
Clarus One) (Figure 3). As a result, they have a greater bargaining power over individual generic manufacturers. 

2.	 Fragmented Industry: Teva Pharmaceuticals (TEVA), Mylan N.V. (MYL) and Sandoz, the generic division of 
Novartis (NVS) are the leading generic suppliers. However, they hold only 33% of market share. This has allowed 
numerous independent and international companies to enter and gain market share by lowering prices. 

3.	 Higher Generic Approvals: After record approvals in 2012, ANDA approvals declined in the 2013-2014 time 
period. The FDA has been making a push for faster generic approvals as one way to reduce rising drug prices. 
As a result, ANDA approvals have increased every year from 2015 (Figure 4). 

            											                Figure 3: Drug Channel
		                 									              Figure 4: FDA

Revenue growth has decelerated from a peak of 11% in 2014-2015 period to only 0.3% in 2017. At the same time, 
gross margin for U.S. generic manufacturers has dropped from 55% in 2013 to about 48% in 2017 (Figure 5). As a 
result, after outperforming during the 2013-2014 period, this group has  underperformed the broad market since 
2015. This can be seen using Mylan N.V. as an example (Figure 6). 
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													              Figure 5 & 6: FactSet
		                 									          	

In an effort to increase competition, in June 2017, FDA announced a Drug Competition Action Plan  (DCAP). Under this 
plan, the FDA will publish a list of drugs that are currently off-patent and have no generic competition. It will update this 
list every six months. Since generic drug prices depend on the number of manufacturers, the DCAP will also prioritize 
ANDA approvals for drugs that have less than three approved generics. FDA hopes to have these approvals to coincide 
with the expiration of the 180-day exclusivity period of the first generic of a given drug.  These actions should lead to 
higher ANDA approvals. As there is a significant correlation between generic drug price deflation and number of ANDA 
approvals, we expect generic drug price deflation to extend over the next 6-12 months.

Summary
Generic drugs, on average, cost less than branded drugs and are considered essential for affordable healthcare. 
In 2017, in the U.S. generic drugs were used for 89% of total prescriptions. Emergence of generic drug buying 
consortiums, faster approval of generic drugs as well as a fragmented generic manufacturing industry has resulted in 
approximately 8-10% generic price deflation over past couple of years. While price deflation has benefitted patients, 
it has lowered gross margins for generic manufacturers. This has resulted in the underperformance of this group. The 
FDA’s Drug Competition Action Plan will likely maintain this highly competitive generic drug marketplace and could 
result in continued generic price deflation and the related underperformance over the next 6-12 months. 

About $100B biologics are expected to lose patents by 2025. Biosimilars, which are equivalent to generic biologics, 
currently have low market penetration of about 30% in the U.S. and 40-50% in the EU and are priced at only a 30-40% 
discount to the branded biologic. Biosimilars are expected to grow to over $20B by 2025 and could be the next growth 
area for generic drug manufacturers.
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ABOUT REGIONS INVESTMENT MANAGEMENT

Regions Investment Management, Inc. is an active investment manager focused on achieving long-term investment goals for 
our clients through diversified portfolios. We offer a variety of domestic fixed income and equity strategies, as well as several 
liquidity/cash management products. We look forward to serving you. For more information, please see RIM’s current Form ADV 
Part 2A, a copy of which is available upon request at 205-264-6735.  *RIM invests primarily in securities that are rated in the top 
four rating categories by at least one NRSRO for all strategies. 

This publication has been prepared by Regions Investment Management, Inc. (RIM) for Regions Bank for distribution to, among 
others, Regions Wealth Management clients. RIM is an Investment Adviser registered with the U.S. Securities & Exchange 
Commission pursuant to the Investment Advisers Act of 1940. RIM is a wholly owned subsidiary of Regions Bank, which in turn, 
is a wholly owned subsidiary of Regions Financial Corporation. 

While the commentary accurately reflects the opinions of the Analyst by whom it is written, it does not necessarily reflect those 
of Regions Bank or RIM. This publication is solely for information and educational purposes and nothing contained in this 
publication constitutes an offer or solicitation to purchase any security, the recommendation of any particular security or strategy 
or a complete analysis of any security, company or industry or constitutes tax, accounting or legal advice. Information is based 
on sources believed by RIM to be reliable but is not guaranteed as to accuracy by Regions Bank, RIM or any of their affiliates. 
Commentary and opinions provided in this publication reflect the judgment of the authors as of the date of this publication and 
are subject to change without notice. Certain sections of this publication contain forward-looking statements that are based 
on the reasonable expectations, estimates, projections and assumptions of the authors, but forward-looking statements are 
not guarantees of future performance and involve risks and uncertainties, which are difficult to predict. Investment ideas and 
strategies presented may not be suitable for all investors. No responsibility or liability is assumed by Regions Bank, RIM or their 
affiliates for any loss that may directly or indirectly result from use of information, commentary or opinions in this publication by 
you or any other person. 

Trust and investment management services are offered through Regions Wealth Management, a business group within Regions 
Bank. Investment advisory services are offered through RIM. In some cases, RIM’s investment management services and/
or strategies will be utilized by Regions Wealth Management for its trust and investment management clients. RIM receives 
compensation from Regions Bank for providing certain services, including market commentary. When applicable, RIM receives 
additional compensation based upon the assets in Regions Wealth Management client accounts managed according to RIM’s 
strategies. For additional information concerning RIM or its strategies, please see RIM’s Form ADV Part 2A, which is available by 
calling 205-264-6735. 

Neither Regions Bank, nor Regions Wealth Management (collectively, “Regions”) nor the Regions Bank subsidiary, Regions 
Investment Management, Inc. (RIM), are registered municipal advisors, nor provide advice to municipal entities or obligated 
persons with respect to municipal financial products or the issuance of municipal securities (including regarding the structure, 
timing, terms and similar matters concerning municipal financial products or municipal securities issuances) or engage in 
the solicitation of municipal entities or obligated persons for such services. With respect to this presentation and any other 
information, materials or communications provided by Regions or RIM, (a) Regions and RIM are not recommending an action to 
any municipal entity or obligated person, (b) Regions and RIM are not acting as an advisor to any municipal entity or obligated 
person and do not owe a fiduciary duty pursuant to Section 15B of the Securities Exchange Act of 1934 to any municipal entity 
or obligated person with respect to such presentation, information, materials or communications, (c) Regions and RIM are acting 
for their own interests, and (d) you should discuss this presentation and any such other information, materials or communications 
with any and all internal and external advisors and experts that you deem appropriate before acting on this presentation or any 
such other information, materials or communications.

Investment, Insurance and Annuity Products

Are Not FDIC-Insured | Are Not Bank Guaranteed | May Lose Value | Are Not Deposits

Are Not Insured by Any Federal Government Agency | Are Not a Condition of Any Banking Activity
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