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Follow-on Biologics (FOBs) Update

Over the past year, a debate over follow-on biologics (FOBs) has occurred in 
Washington as the 111th Congress attempts to balance incentives for biotech 
innovation against healthy price competition in the biologics market. This cli-
ent alert discusses some of the issues—safety, physician choice, data exclusiv-
ity, patents and market factors—that Washington is grappling with as legisla-
tors negotiate a way forward.

Biologic Drugs Are Different Than Traditional Pharmaceutical Products
Biologics—therapeutic drugs developed from living sources using recombi-
nant DNA technologies and other techniques—are an important category 
of pharmaceutical products, constituting approximately 14% of U.S. drug 
expenditures in 2007.1 “Whereas ordinary pharmaceuticals primarily treat the 
symptoms of a disease, biologics can be manipulated to target the underlying 
mechanisms and pathways of a disease.”2 FOBs are akin to “generic” versions 
of originally patented biologics, although because of the nature of biologics, 
they cannot be made bioequivalent. Such drugs are instead called biosimilar.

The existing framework of patent laws and Food and Drug Administration 
(FDA) regulations was created before the advent of biologics. Patent law 
protects an original invention, such as a new pharmaceutical drug; Hatch-
Waxman and related regulations allow a generic version of this original drug 
to be manufactured and marketed after the original’s patent has expired. This 
system works well with traditional pharmaceutical products, which consist of 
small, chemically-synthesized molecules. Such molecules can be replicated 
exactly, meaning that a generic version of a traditional drug is chemically 
identical to its patented twin. For this reason, generic manufacturers are not 
required to undertake new safety and efficacy studies. They need only prove 
that their generic product is the bioequivalent of the original, FDA-approved 
drug.

Biologic pharmaceuticals, however, are complex, large-molecule products 
“derived from living matter or manufactured in living cells.”3 It is not possible, 
with current technology, to (1) create an FOB that is an exact replica of an 

1 Federal Trade Commision. Emerging Health Care Issues: Follow-on Biologic Drug Competi-
tion, June 2009, page i. [http://www.ftc.gov/os/2009/06/P083901biologicsreport.pdf ]

2 Richard Dolinar, M.D. “Safety First: A Legislator’s Brief on Biosimilars,” Policy Studies, June 
2009, page 1. [http://www.heartland.org/publications/policy%20studies/article/25496/
Safety_First_A_Legislators_Brief_on_Biosimilars.html]

3 Federal Trade Commision. Emerging Health Care Issues: Follow-on Biologic Drug Competi-
tion, June 2009, page i. [http://www.ftc.gov/os/2009/06/P083901biologicsreport.pdf ]
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original biologic drug; nor (2) “determine whether [an FOB] is interchangeable with” the original biologic 
drug.4 An FOB thus cannot be counted on to deliver identical results to the original, patented drug. Because 
of this, the Hatch-Waxman generic drug framework does not apply to follow-on biologics. Also, current pat-
ent law makes effective patent protection for biologicals both difficult to obtain and potentially easier to 
design around.

Legislators Are Working on a New Regulatory Framework for Biologics
Federal legislators are, at present, debating new laws to strike a balance between rewarding inventors and 
lowering the cost of healthcare though competition. As expected, stakeholders with differing perspectives 
on these complex issues are weighing in. Some of the key issues needing resolution include the following:

Safety:•	  FOB products are biosimilar, rather than bioequivalent. “Because they are genetically engi-
neered [...] small differences in molecules can result in major differences in the drug’s clinical effect 
and risk profile,”5 and “small differences in manufacturing processes can cause significant differences 
in the end product.”6 For this reason, many argue that “any biosimilar approved by the FDA [should 
be] subjected to the same rigorous clinical safety, efficacy and immunogenic testing as the innovator 
product for all indications being sought.”7 

Physician-patient Choice: •	 The American Medical Association (AMA) has resolved to work with govern-
ment agencies to ensure that physician decisions, not automatic substitution via formulary, guide the 
use of FOBs. The EMEA (the European equivalent of the FDA) agrees,8 and 17 European countries have 
either mandated or recommended against substitution without recommendation by the physician.9 

Data Exclusivity:•	  In order to be granted FDA approval, biologic pioneers undertake extensive stud-
ies. The major question in the current debate seems to be at what point in time will FOB manufactur-
ers be allowed to use the data generated by pioneer biologics’ studies to prove the safety and effi-
cacy of their FOB? The House and Senate have a bipartisan bill that would, among other things, grant 
a 12-year period of data exclusivity to patented biologic products. The Obama administration has, 
of late, pushed back against this amendment, suggesting that a seven-year data exclusivity period 
would be sufficient to insure continued innovation. Governors from several states have weighed in 
on the side of the 12-year period. The issue is, at present, unresolved. 

Patents as an Incentive for Innovation: •	 It is well established that therapeutic innovators will not 
pursue new therapeutics unless they can recover the costs of development and testing through 

4 Federal Trade Commision. Emerging Health Care Issues: Follow-on Biologic Drug Competition, June 2009, page ii. [http://www.ftc.
gov/os/2009/06/P083901biologicsreport.pdf ]

5 Richard Dolinar, M.D. “Safety First: A Legislator’s Brief on Biosimilars,” Policy Studies, June 2009, page 1. [http://www.heartland.
org/publications/policy%20studies/article/25496/Safety_First_A_Legislators_Brief_on_Biosimilars.html]

6 Id. at 3.
7 Id. at 7.
8 Id. at 6.
9 December 22, 2008, letter to the FTC from John Taylor, BIO Executive Vice President, Health, page 3.

http://www.ftc.gov/os/2009/06/P083901biologicsreport.pdf
http://www.ftc.gov/os/2009/06/P083901biologicsreport.pdf
http://www.heartland.org/publications/policy%20studies/article/25496/Safety_First_A_Legislators_Brief_on_Biosimilars.html
http://www.heartland.org/publications/policy%20studies/article/25496/Safety_First_A_Legislators_Brief_on_Biosimilars.html


Page 3Arnall Golden Gregory LLP

Client Alert
monopoly pricing for some period of time. Effective patent protection and a period of data exclusiv-
ity are the primary incentives for investors. The current debate is fueled by uncertainties in the effec-
tiveness of patent protection available for biologics. If patent protection is ineffective in providing a 
period of monopoly pricing, then potential innovators will be unlikely to develop biologics, which are 
more expensive and time-consuming to bring to market than traditional pharmaceuticals. Although 
the level and effectiveness of patent protection varies, there has been a decade-long weakening of 
patent protection in general and for biologic-based inventions in particular.10 This is one of the main 
justifications in favor of a longer period of data exclusivity for innovative biologic therapeutics than 
for traditional pharmaceuticals. 

The FDA Process for FOBs:•	  It is still uncertain what evidence the FDA will require before approving 
a follow-on biologic (and the bills in Congress appropriately do not prescribe specifics in this area). 
It is likely, however, that the FDA will be cautious and require more evidence than required for non-
biologic generics.  

Unknown Market Dynamics: •	 Biotechnology innovators face a great deal of financial risk in bring-
ing a new biologic to the market. Industry organizations believe that this risk will be untenably high 
if the approval pathway for FOB does not incorporate enough time to recoup initial investments in 
patented biologics. A recent report by the Federal Trade Commission (FTC), however, argues that FOB 
market dynamics will be fundamentally different from those of the traditional pharmaceutical drug 
market, a market in which patented drugs receive robust generic competition after their patents 
expire.11 The FTC believes that since FOB products will cost substantially more to develop, test and 
market than generic drugs, and that these high costs will act as a barrier to entry and limit competi-
tion to larger competitors. “FOB products are likely to take 8-10 years to develop [... at a] likely cost 
[of ] between $100 and $200 million.”12 Generic drugs, in contrast, “typically take 3-5 years to develop 
and cost between $1 and $5 million.”13 
 
The FTC believes that high costs will also lessen companies’ ability to offer their follow-on biologics 
at a steep discount over patented biologics. Although it seems unlikely that competitors will forego 
development of follow-on biologics because of the increased costs that would result,14 it would likely 
cause them to charge prices closer to the innovator’s biologic therapeutic to obtain sufficient return 
on their investment. “Experience to date for two markets with both pioneer and FOB competitors (in 
Europe and the U.S.) confirms that [...] FOB entry has not resulted in steep price discounting or rapid 

10 Because innovation for non-therapeutic, biologically-based technologies also need to be supported, the weakening of patent 
protection for all biologically-based inventions should be reversed.

11 Federal Trade Commision. Emerging Health Care Issues: Follow-on Biologic Drug Competition, June 2009. [http://www.ftc.gov/
os/2009/06/P083901biologicsreport.pdf ]

12 Id. at iii.
13 Id.
14 A follow-on biologic manufacturer benefits strongly from the original biologic innovators’ work, which lays the exact path to 

an effective therapeutic. This work significantly reduces the costs of FOB development.
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acquisition of market share.”15 Differences between biologics and FOBs seem likely to force the FDA to 
require more costly evidence for approval, which would likely lead to higher prices and less savings. 
 
Because follow-on biologics are not identical to their patented relatives, the FTC believes that physi-
cians and patients may balk at switching, and that automatic substitution will be less likely than it 
has been with generic drugs, because of potential concerns about safety. The agency argues that 
unwillingness to substitute one drug for another would limit the potential market for a follow-on 
biologic to those who are newly diagnosed with a given condition.16 The FTC further argues that the 
way in which biologics are typically used (as inpatient or in-office treatments, rather than by prescrip-
tion) leads to higher switching costs, as associated equipment and/or therapist training might need 
to change to use the new drug, and that these higher switching costs would also act as a disincentive 
for adoption. 
 
Biotechnology industry groups, such as BIO and PhRMA, have been disappointed in the FTC report, 
which they say makes unproven assumptions about a new and challenging market. 

Three bills related to FOBs have been introduced in this Congress: 
H.R. 1427  (Representative Henry Waxman, sponsor);1. 17

H.R. 1548  (Representative Anna Eshoo, sponsor);2. 18 and
S. 726 (Senator Charles Schumer),3. 19 the Senate’s version of H.R. 1427.

15 Federal Trade Commision. Emerging Health Care Issues: Follow-on Biologic Drug Competition, June 2009, page iii. [http://www.
ftc.gov/os/2009/06/P083901biologicsreport.pdf ]

16 Id.
17 You can find this bill at http://www.govtrack.us/congress/bill.xpd?bill=h111-1427.
18 You can find this bill at http://www.govtrack.us/congress/bill.xpd?bill=h111-1548.
19 You can find this bill at http://www.govtrack.us/congress/bill.xpd?bill=s111-726.
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