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MOMENTA ........

Submitted in Electronic Form 

December 22, 2008 

Federal Trade Commission 
Office of the Secretary 
Room H-135 (Annex F) 
600 Pennsylvania Ave, NW 
Washington, DC 20580 

Re: 	 Emerging Health Care and Competition and Consumer Issues – Comment, Project No. 
P083901 

Momenta Pharmaceuticals, Inc. (“Momenta”) was very pleased to participate in the 
November 21, 2008 Roundtable on Follow-On Biologic Drugs (the “Roundtable”) at the Federal 
Trade Commission (the “FTC”).  We support the FTC’s initiative to seek public comment and 
participation, and welcome this opportunity for open dialogue. 

There are very important immediate and long term pro-competitive advantages that will 
result from the creation of an abbreviated regulatory approval pathway for follow-on biologics. 
We believe that any legislation must provide the FDA with the full authority to approve both 
Biosimilars and Biogenerics (as defined below) or these benefits will not be fully realized.1 We 
also believe the maintenance of the status quo creates an economic environment that discourages 
innovation and investment in the next generation of quality by design technology.  In other 
words, the absence of an abbreviated pathway for Biogenerics and Biosimilars under current law 
establishes a legislative barrier to scientific innovation.  We are also very concerned that even if 
legislation is adopted, that several of the procedures and features in the proposed legislation 
could have the same anti-competitive impact on follow-on biologics as the absence of an 
abbreviated pathway. 

We appreciate your request for supplemental comments and the opportunity to spell out 
our views as expressed at the Roundtable. Our comments are focused on three key points: 

1 A review of the comments submitted prior to the Roundtable as well as the questions and comments raised 
at the Roundtable, suggests that many of the articulated positions of the pharmaceutical and biotechnology industry 
are based on the assumption that follow-on biologics will by definition be Biosimilars and not Biogenerics.  While 
we recognize that many product definitions are used when discussing follow-on biologic products, we believe, as the 
FTC suggested at the Roundtable, that it is appropriate to use two terms “Biogeneric” and “Biosimilar” in an effort 
to more accurately understand the impact of Biogenerics and Biosimilar products in the marketplace -- Biogeneric 
products being those follow-on biologic products that are approved and designated interchangeable to the innovator 
product, with Biosimilar products being those follow-on biologic products approved but not designated by FDA as 
interchangeable to the innovator product (e.g., Omnitrope®). 
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•	 An abbreviated pathway for both Biosimilars and Biogenerics will create an immediate 
pro-competitive impact by spurring investment in innovative research and development, 
promoting quality improvement, and creating the opportunity to control costs for payors 
while improving access for patients to brand and follow-on products alike. 

•	 The proposals to extend data exclusivity periods for brand biologics should be carefully 
examined to preserve innovation and encourage investment in basic research, cures and 
unmet medical needs.  A careful examination will reveal that the existing patent regime 
and patent term extension rules are as protective and in many respects more protective of 
reference brand biologic products than the protections afforded reference brand small 
molecule products, making the need for greater exclusivity open to question; and 

•	 It is essential to ensure that the patent resolution process is transparent, efficient and does 
not create anti-competitive barriers to market entry. 

1.  There are Immediate Important Pro-Competitive Market Impacts that will result 
from the adoption of a Biogeneric and Biosimilar Regulatory Pathway. 

a.	 Momenta offers a case study of how research and development of follow-on 
biologics will spur innovation and create an immediate pro-competitive impact 
that will facilitate quality improvements, price competition and investment in 
research and development of therapeutics for unmet medical needs. 

Momenta was formed to develop the next generation of characterization technology and 
overcome the technical barriers that impeded the scientific understanding of complex molecules 
and proteins. Our initial goal was to unravel and thoroughly characterize the chemical structures 
of these important complex molecules to gain insights into their biological activity and the 
process for manufacturing them.  Over the past 6 years, Momenta pursued these goals, and 
expanded its capabilities for understanding of complex polysaccharide, polypeptide and protein 
drugs. 

Our initial work was to develop technology and analytic tools to develop generic versions 
of complex products that can be filed as traditional abbreviated new drug applications or 
ANDAs. A second area involves applying our understanding of chemical structures to unlock the 
biology of complex mixtures and engineer novel new drugs.  Our third area of research and 
development is applying our innovative analytical technology to the development of follow-on  
biologic products. Our complex generics pipeline includes M-Enoxaparin and M356, which are 
partnered with Sandoz, a division of Novartis. M-Enoxaparin, a generic version of Lovenox® 
(ANDA filed in August, 2005), and M356, a generic version of Copaxone® (ANDA filed in 
December, 2007), are currently both under review at the FDA. These complex mixtures were 
once thought to be impossible to characterize thoroughly and manufacture reproducibly.  Our 
investment in characterization and analytical tools has resulted in two ANDA filings to date, and 
each program represents an example of the kind of innovative research and investment that could 
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be further encouraged with the creation of an abbreviated regulatory pathway for follow-on 
biologics. Had the Hatch-Waxman pathway not been available for the review and approval of 
these kinds of products, Momenta would have been unable to raise the capital to undertake these 
programs and enter into a collaborative partnership to finance the research and development to 
substantially improve the quality of complex mixture and protein products, and gain more 
knowledge and insights into these complex molecules.  

The results of this work have already led to important short term benefits.  In the past 
year, we collaborated with FDA and other academic institutions in helping to resolve the global 
heparin contamination crisis.  Through the use of our innovative analytic approach, we aided the 
FDA in identifying the nature and the source of the contaminants in the heparin imports, and 
through our expertise in disease biology we helped to establish the biological plausibility linking 
the contaminant to the observed adverse event profile.   See Gerrini et al.,“Oversulfated 
chondroitin sulfate is a contaminant in heparin associated with adverse clinical events,” Nat 
Biotechnol. 2008 Jun;26(6):669-75. Epub 2008 Apr 23 and Kishimoto et. al., “Contaminated 
Heparin Associated with Adverse Clinical Events and Activation of the Contact System,” N Engl 
J Med. 2008 Jun 5;358(23):2457-67.  Epub 2008 Apr 23. 

With this in mind, we have also invested heavily in adapting our technology and our tools 
to characterize proteins with the intent of creating follow-on biologic, or protein products.  Our 
investment in this area enables the potential to characterize thoroughly protein products.   
Historically, due to the lack of more advanced analytical tools, proteins have not been fully 
characterized and are defined in large part by their manufacturing process. These new tools can 
enable thorough characterization and offer the very real potential to develop equivalent, 
substitutable versions of protein products.  

These tools also offer the opportunity to significantly add value and cost savings to the 
innovator drug development process.  As the technology is developed to allow for thoroughly 
characterized proteins, brand manufacturers will have an incentive to use these technologies to 
enhance the quality of their products by more precisely controlling variability of a number of 
attributes in the final drug product. They would also be able to apply the technology to the 
qualification of new manufacturing facilities and product enhancements, and reduce the need for 
very costly, potentially unnecessary clinical trials.  Today, brand biologic products undergo very 
expensive clinical testing to evaluate safety and efficacy, but clinical trials are not necessarily the 
most useful, effective or ethical means for identifying low frequency risks such as 
immunogenicity or the risks of product contamination.  As the features and complex differences 
in complex drugs and protein products are characterized, the risks that are associated with 
immunogenicity can be avoided by design, contaminants detected, and the cost of unnecessary 
clinical trials avoided. These are real and significant quality improvements and cost savings. To 
the extent that new technology will more thoroughly characterize follow-on biologics and allow 
for the establishment of equivalence and interchangeability, then it would be unethical to run 
clinical trials because of the needless delay in bringing these products to market.  The net result 
of a delay in approval is to preserve the existing monopoly for the branded product and further 
impede access to these more affordable and potentially life-saving medications.  Instead, the 
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potential for follow-on biologic competition would shift investment bias at brand companies 
more in favor of products addressing new unmet needs and discovery research into new cures.   

Consider the emergence of the biotechnology industry.  In the early 1980s, there were 
calls for restrictions on the use of recombinant DNA technology in the development of 
therapeutic proteins. Claims of safety risks and uncertainty about cloning were made, but reason 
prevailed and restrictive legislation was not adopted to stifle these important scientific advances. 
Had these voices prevailed, the industry would not have attracted the necessary investment 
capital to develop the first generation of recombinant therapeutic proteins.  Just as legislation at 
that time restricting such research and development or the ability of the FDA to regulate and 
approve recombinant proteins was unwarranted, today, as the first generation of therapeutic 
proteins approach the end of their patent terms, legislation should not block or inhibit the 
development of characterization technology and quality improvements that make it possible to 
develop safe and effective Biogenerics and Biosimilars. 

Consider the state of the pharmaceutical industry prior to the adoption of Hatch-Waxman.  
It was focused on assuring quality and innovation, for sure, but its investments and resources in 
the 1970s and early 1980s may have focused less on higher risk discovery of new therapeutics, 
and perhaps more on lower risk development of two, three or four competing therapeutics in a 
class as well as on product life-cycle management strategies.  Hatch-Waxman created a 
transformation in the pharmaceutical sector. By facilitating the pro-competitive launch of 
generics, the profit associated with multiple drugs in a class or in life extension strategies was 
reduced as products approached the expiration of their patent life, and the relative profit 
associated with the development of innovative new therapeutics increased.  The biotechnology 
industry emerged, and the pharmaceutical industry invested heavily in the 1980s and the 1990s 
in biotechnology, in biology as a basis for screening small molecule libraries of compounds and 
in the field of rational drug design.  We believe that Hatch-Waxman played a significant role in 
this transformation of research and development in the pharmaceutical sector (i.e. that the reality 
of fair and appropriate generic competition contributed to this change in behavior). 

The enactment of an abbreviated pathway for approval of Biosimilars and Biogenerics 
offers a similar opportunity for transformative change. Today, biotechnology and 
biopharmaceutical companies focus their investment in characterization technology for quality 
assurance purposes, but limit their research and development into thorough characterization of 
biologics. This leads to the belief that biologics cannot be thoroughly characterized, that 
Biogenerics are not feasible and that Biosimilars will offer limited competitive advantages. 
Aside from their vested interest in this view, we believe that the history of Hatch-Waxman 
proves the contrary. We believe that once the pathways are in place, there will be an immediate 
competitive impact on research and development at biotechnology and biopharmaceutical 
companies who will see the competitive advantages of product quality improvement.  We also 
note with interest the fact that many large pharmaceutical companies such as Merck and Lilly 
have recently announced their intention to pursue the development of follow-on biologics. 
Federal policy should support this competitive change.  
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The absence of an abbreviated pathway for FDA approval of Biosimilars and Biogenerics 
is also the key challenge facing us, and innovator companies like us.  While we believe our work 
with M-Enoxaparin and M356 has demonstrated the power of our technology to make 
abbreviated pathways possible for complex mixture based drugs, and that our on-going work on 
proteins indicates that the same should be possible with follow-on biologics, the absence of 
unambiguous legislation authorizing the FDA to implement an abbreviated pathway may be the 
rate limiting factor restricting availability of investment capital for us and companies like us.   

The enactment of an abbreviated pathway is thus essential to open the doors for 
competition and encourage innovation by Momenta, companies like Momenta, and brand 
biotechnology companies alike.  As the technology develops, we believe it will significantly 
reduce the cost of drug development and ultimately result in improved patient access to high 
quality, safe, effective, and potentially life-saving medications at a more affordable price.  We 
also believe that the FDA is fully qualified to evaluate the emerging product and process 
characterization technology and must have the discretion to review each follow-on biologic 
application based on the science presented.  This will facilitate the entry of generic biologic 
competition while assuring the highest standards of product quality to ensure patient safety.  We 
consider ourselves to be an innovator company and are concerned that some of the more 
traditional innovator companies are seeking to erect legislative, regulatory, and market barriers to 
legitimate, technology based competition.  Opening the door to such innovative analytical 
science, will also improve the quality of both innovative and generic drugs in the future.  

b.	 Biogenerics, in particular, offer a significant pro-competitive opportunity, and it is 
essential that any legislation provides the FDA with discretion for approval of 
Biogenerics as well as Biosimilars to ensure these benefits accrue to patients.  

If one only anticipates the development of Biosimilar products, then it is conceivable that 
absent interchangeability, there will be higher development costs than those incurred in the 
traditional generic drug marketplace, and thus, less cost savings. Similarly, if one relies on 
clinical trials to demonstrate “similarity” rather than “sameness” to obtain approval of a 
Biosimilar, then one would not expect there to be a significant incentive to develop improved 
characterization technology that would allow for incorporation of quality by design into the 
product. In addition, one would continue to expect significant continued spending on sales and 
marketing activities to promote Biosimilars because they would not be interchangeable. 

On the other hand, if one anticipates the development of Biogenerics and grants the FDA 
discretionary approval authority, the analysis presented in the comments of many of the 
biotechnology companies and pharmaceutical companies warrants further scrutiny.  First, and 
perhaps foremost, as noted above, the mere potential for Biogenerics will stimulate significant 
investment in innovation.  This investment will lead not only to the cost saving benefits of 
Biogenerics themselves, but to significant advancement in the technology used by the 
pharmaceutical and biotechnology industry to characterize and develop all biologics.  Previously 
unknown contaminants and features of complex molecules will begin to be better understood, 
and engineered out of final products during the development process.  The need to rely on 
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clinical trials to establish comparable efficacy and safety as well as to avoid the risks of 
immunogenicity could be reduced and potentially avoided.  As noted above, Momenta has begun 
to demonstrate these innovations in the field of complex generics where the ANDA pathway is 
available and has enabled Momenta to raise investment capital and apply these new skills.  The 
authorization of the FDA to approve Biogenerics, based on its scientific discretion, will, we 
believe, stimulate brand and generic companies alike to develop the necessary tools and 
technology to create the opportunity for Biogenerics in the future. 

In the mid-term, we also anticipate that these new tools and technology will accelerate 
development of Biosimilar products.  As the technology advances, the extent of clinical testing 
may vary based on a company’s characterization capabilities.  In addition, brand companies 
seeking to expand or improve manufacturing capacity (and patients in turn) will benefit from 
cost reduction to the extent characterization similarly reduces the need for clinical trials. 

In the longer term, when Biogenerics are approved and interchangeable, the benefits of 
the price reductions associated with avoiding unnecessary clinical development costs and a 
generic marketing and pricing model will offer the greatest economic benefit to payors and 
patients.  We do agree however that because of the complexity of demonstrating “sameness” for 
interchangeability, fewer Biogenerics will enter the market than in the traditional generic drug 
marketplace, and that price reductions for Biosimilars and Biogenerics may not be to the same 
degree as for small molecule generics.  Ultimately, the greater the incentive offered by the 
pathway, the greater the likelihood more companies will invest in Biogenerics.  The more 
companies that invest in Biogenerics, the more competitive products will emerge. To suggest as 
some participants at the Roundtable did, that pricing would decline by only 10% seems to be 
well below what we would expect.  We believe that one could assume at least 30-40% discount 
and as the technology develops and the number of market participants increase, and as the 
number of competitive products increase, discounts may further increase. 

In summary, we see immediate, mid-term and long-term advantages to the creation of an 
abbreviated approval pathway for Biogenerics and Biosimilars.  While Biosimilars are more 
likely to emerge in the next 0-5 years, and Biogenerics in the next 5-10 years, the immediate 
approval of a Biogenerics pathway will spur real time investment in new quality-enhancing, cost- 
saving technology that will benefit patients and enhance the development of innovator products 
and Biosimilar products alike.    

2. Data Exclusivity Should be Carefully Prescribed to Avoid Stifling Innovation. 

We believe a balanced discussion of data exclusivity at the Roundtable may have been 
impaired by the separation of the discussion across multiple panels.  One needs to consider data 
exclusivity in relation to the investment decision of brand companies, the relative patent strength 
of the innovator products as compared to brand drugs, and the existence of the right to challenge 
the patent rights during the exclusivity period.  In addition, by examining these points separately, 
important distinguishing factors between Biosimilars and Biogenerics may have been overlooked 
that are important to this analysis.   
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First, we believe that Professor Brill identified a critical issue for consideration by the 
FTC and the Congress in his review of Professor Grabowski’s analysis of breakeven periods for 
biologics. The fact that Professor Grabowski’s analysis assumes that sales of the innovator 
brand product essentially end upon expiration of data exclusivity is not a reasonable assumption. 
We agree with most panelists that anticipated market share for Biosimilars and for Biogenerics 
will not interfere with continuing and robust innovator brand sales after the expiration of a data 
exclusivity period -- particularly during the first few years following expiration.  Consequently, 
the breakeven point will be significantly earlier than 12.9 to 16.2 years posited by Professor 
Grabowski. We agree with Professor Brill that appropriately accounting for these continuing 
sales suggests that a data exclusivity period of 7 years is sufficient to provide a return on 
investment.  This is because he estimates they will have at least 10 years of revenue (3 years 
beyond a 7 year data exclusivity period) which is a much more realistic assumption. It is 
important to note that “breakeven” is not the point at which profits begin to be earned.  Rather it 
is the point at which the expected rate of return (i.e., profit) from an investment along with return 
of principal is recovered. Moreover, this is only the breakeven point, and we believe that sales of 
the innovator brand product will continue well beyond this 10 year period as well.   

Second, a principal assertion made by several companies filing comments and by the 
panelists at the Roundtable was that a longer period of data exclusivity is warranted for follow-
on biologics than for generic drugs under Hatch-Waxman because biologic patent rights are 
somehow weaker than small molecule drug patent rights.  This claim is made despite the record 
of broadly issued patent rights on biologics that even the panelists admit, for the first generation 
of protein therapeutics and antibodies are broader and more complex than small molecule patent 
rights.  The patent filings relating to the biology in which a biologic product acts include, but are 
not limited to claims drawn to: 

•	 The target receptor or biologic pathway 
•	 DNA encoding the receptor or the ligand to the receptor 
•	 The cloned protein itself 
•	 A Monoclonal antibody which binds to the receptor and regulates the receptor or biologic 

pathway 
•	 Generic therapeutic claims for treatment of a disorder resulting from regulation of the 

receptor or pathway 

In other words, the discovery and understanding of the biology of a pathway often allows for 
patent protection that not only covers the therapeutic protein or antibody itself, but offers the 
potential to claim coverage of other therapeutic proteins and antibodies that regulate the 
biological landscape in which the biologic acts. 

In addition to this broader range of patent coverage for biologic products, there are 
frequently technology platform patents and manufacturing patents that result from biological 
understanding that may be essential to using the biologic.  These might include patents covering 
the process for production of antibodies or proteins in general; processes for controlling the 
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shape or structure of proteins or antibodies to reduce the risk of side effects, or patents for 
increasing the efficiency of production or the purification of the protein or antibody.  Unlike 
small molecule drugs, these patents often provide a level of market protection because the 
biological origin of their discovery makes them necessary for production of a product.  

Contrast this patent landscape with those for small molecule drugs.  In most cases the 
small molecule is discovered by screening against a target or receptor in a pathway and the 
patent rights are generally limited to the composition of matter of the molecule, its method of 
manufacture and its method of use.  Thus, while the patent may be strong in terms of its validity, 
its coverage would not generally block another small molecule that is screened that regulates the 
same target or has the same therapeutic effect.  This is a key point frequently omitted in the 
discussion.  That is why there are multiple small molecule brand products while there are rarely, 
absent a license agreement or collaboration, multiple brand biologics (e.g, contrast statins with 
EPO or G-CSF). This means that brand biologics, unlike brand small molecule products, have 
less competition during the period of exclusivity, and thus a much greater potential to earn a 
profit in a shorter period of time.  Finally, because many biologics emerge from early stage 
research at Universities and biotechnology companies before they are launched by a fully-
integrated biopharmaceutical company, one still may have to obtain licenses for some of the non-
product specific patent rights to launch a follow-on biologic.   

The result is that follow-on biologics face a much more complex, and broader array of 
patent rights than one typically faces with respect to launching a small molecule generic.2  Given 
this set of circumstances, it is not clear why there should be a data exclusivity period for follow-
on biologics that exceeds the exclusivity period provided for under Hatch-Waxman.  This is 
particularly true given that the innovator companies have been able to take full advantage of the 
existing patent term extension provisions in the law that permit extensions of up to 5 years (not 
to exceed 14 years from approval) for delays in the regulatory approval process.3  The patent 
term extension provisions were added to the patent laws as part of Hatch-Waxman for both small 
molecule and biologic products. The right to challenge patents prior to submission of an ANDA 
was only added to the patent laws for small molecules, not biologics.  Thus, not only is there an 

2 Several panelists that asserted the “weaker position” of biologic patent rights, conceded at the Roundtable that the 
first generation of biologic product may have very strong and broad coverage and that could account for many of the 
products having successfully prevented new entrants for periods exceeding 18 years (E.g. EPO, G-CSF). They 
noted that the Court of Appeals for the Federal Circuit has restricted the ability of innovators to seek the full breadth 
of coverage afforded the first generation of recombinant proteins and antibodies. That said, the opportunity to obtain 
a broad array of patent rights covering a biological pathway is still available for novel inventions, and the fact that 
the courts have curtailed over-expansive patent claims does not mean that the rights are weaker than those afforded 
small molecule products.  For example, the screening of a small molecule in a pathway may not afford coverage 
over all small molecules that regulate that pathway today, but the invention of a protein or antibody that is integral to 
the biology of a receptor pathway might still result in claims covering all proteins or antibodies with similar 
sequences that regulate the receptor pathway. 

3 At the Roundtable, Hospira noted  that brand companies are continuing to prosecute so-called “submarine” patent 
applications on many first generation brand products that are timed to issue on expiration of the core brand product 
patent estates resulting in 20 years or more of market exclusivity for these products and that this has impacted 
several of their follow-on biologic programs. 
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opportunity to obtain stronger patent rights today for biologics, but there is no opportunity for an 
early challenge to those rights by a developer of a follow-on biologic. The absence of a timely 
right to challenge questionable patent rights tilts the playing field and restricts competition.   

Several panelists took the position at the Roundtable that the European model of 8+2+1 
had worked effectively and should be considered as support for a 12-year data exclusivity period.  
A key difference in Europe, however, is that a follow-on biologic developer is able to file an 
opposition to the patents and clear the path at any time after the patent issues for publication. 
Early publication of patent applications providing notice to third parties was the historical 
practice pre-GATT in Europe. This right to challenge early in the life cycle of a product (and 
before a filing for approval) adds balance to the European approach.  Moreover, in Europe, the 
regulations and guidance do not contemplate the approval of Biogenerics, only Biosimilars.  To 
the extent that a product is different than the brand product, the differences may take it outside 
the scope of the patent rights for the brand product and thus affords less patent coverage.  This 
would not be the case with a Biogeneric.  In theory, valid, enforceable patent composition of 
matter biologic patent rights should be as strong as any small molecule rights, because, by 
definition, it will be the same product.  The choice of a regime which affords 8+2+1 years of 
data exclusivity was predicated on the early stage right to challenge the patents and the potential 
for less patent coverage on a Biosimilar. 

Stepping back, we believe that Hatch-Waxman has demonstrated a reasonable period for 
Biogeneric product data exclusivity as long as there is a reasonable period for bringing a patent 
challenge prior to approval. We also believe that taking into account Professor Brill’s analysis; it 
appears that data exclusivity for Biosimilars of up to 7 years may be warranted to accommodate 
the rate of return on investment.  The proposals for 12-14 years of exclusivity, however, in light 
of the significant patent protection available to biologic products, is unwarranted are not needed 
to encourage new product innovation.  A 12-14 year data exclusivity period would serve instead 
to extend the time for launch of competitive Biosimilar or Biogeneric products and would create 
a significant disincentive to investment and defer the economic benefits of follow-on biologic 
competition, and in particularly, the timely market entry of more affordable and potentially life­
saving follow-on products. 

Finally, we believe it is also essential, and there appeared to be general consensus on the 
panel, that regardless of the data exclusivity period, a minimum of a four (4) year period is 
needed in advance of expiration of any data exclusivity period to allow for legal clearance 
through litigation. The complexity of the biologic patent rights, and the experience with prior 
litigation of biologic patent rights means that a shorter period would likely lead to a delay in 
launch for a follow-on biologic beyond the exclusivity period. 

3.	 It is Essential to Ensure that the Patent Resolution Process is Transparent, Efficient 
and does not Create Anti-Competitive Barriers to Market Entry. 

An early and clear resolution of patent disputes is essential to encourage investment in 
follow-on biologics. The process established under the current Hatch-Waxman procedures 
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balances the need for investment with the need to protect innovator patent rights.4  Under the 
current process, a generic ANDA filer must certify to the non-infringement or invalidity of 
publicly disclosed patent rights. The reference brand product owner must then either file suit in 
response to the filing or the FDA can proceed with the review and approval of the application.  
This avoids putting the FDA in the position of determining patent rights – an expertise beyond its 
traditional area of experience.  If suit is filed, a 30 month stay issues that sets the time period for 
litigating the case.  The stay is lifted if the suit is resolved sooner and the FDA can then proceed.  
If the suit continues after the stay expires and the ANDA is approved, then the generic applicant 
can decide to launch “at risk” or await the outcome of litigation before launching.   

While we do not object to the use of an Orange Book process for follow-on biologics, we 
do not see the need to entangle the FDA in the process and we recognize that it may create a 
number of unintended, undesirable consequences.  For this reason, if an alternative process can 
be enacted for follow-on biologics that is transparent, efficient and is de-coupled from the FDA 
review process we would support the alternative approach as well.  Our primary concern, 
however, is that by developing an alternative process, proposals will be made that are designed 
to use the legislative process to enact procedural barriers that could delay entry of follow-on 
biologics and undermine their pro-competitive effect.  In the end, any approach must assure that 
upon expiration or termination of the reference biologic patent rights, or an acceptable data 
exclusivity period, the follow-on biologic is not further delayed, but launched.  Invalid or 
unenforceable patent rights must not be able to delay competition beyond a pro-competitive 
exclusivity period. 

A key question raised at the Roundtable was whether the complexity of the patent rights 
warranted additional procedural protections to assure that the patent clearance process respects 
the patent rights of reference brand biologics while assuring the pro-competitive advantages of a 
timely launch of a follow-on biologics.  We agree with the panelists that biologic patent rights 
are often more complex and often cover patents methods of use and production that involve 
platform technology and biological pathways.  We also agree that frequently the patent rights 
covering a biologic are in-licensed by the brand manufacturer and are owned by a biotechnology 
company, a University or the U.S. Government, and that multiple players are involved.  While 
this adds some complexity we believe this can be addressed in the legislation in the first instance 

4 One should note that when the pharmaceutical industry submitted to the FTC its White Paper on “The Intersection 
of Intellectual Property and Antitrust Law” (April 22, 2002), a principal theme asserted was that the Hatch Waxman 
regime provides the essential balance and opportunity to challenge brand patent rights, and thus makes the strong 
intellectual property rights pro-competitive under the antitrust laws.  Now that a similar regime is being considered 
for legal clearance of follow-on biologics, the same arguments should apply to follow-on biologics to assure a 
balanced approach.   For example, in the White Paper, PhRMA notes that the failure to resolve patent issues prior to 
product approval presents problems for both the brand and generic manufacturer alike. Id. At 17.  Similarly, the 
White Paper notes that the interests of competition are served under the antitrust laws because of the remedies 
available for abusive patent prosecution, including affirmative defenses of non-patentability, inequitable conduct,  or 
fraud on the patent office. Id. at 44-46. 
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by limiting the legal clearance process to patent rights that are owned or controlled5 by the 
reference brand biologic manufacturer, and leaving it to follow-on biologic company to clear on 
its own patent rights that are not owned or controlled by the reference brand manufacturer. We 
are concerned, however, that if all patent rights have to be cleared in the legislative litigation 
clearance process, that the number of potential patents involved might make the legal clearance 
pathway unworkable and create an insurmountable barrier to market entry.  Limiting it to the 
rights owned or controlled by the reference brand biologics manufacturer leaves the follow-on 
biologic manufacturer freedom to conduct a customary patent search, identify the patent rights 
filed that may be applicable to its product, its manufacture and launch, and then determine how 
to best proceed. 

A second key question raised is when should an artificial act of infringement be created 
and how should the legal clearance process work.  Hatch-Waxman has a 5-year data exclusivity 
period and permits the filing of the ANDA up to one year prior to the expiration of data 
exclusivity. The generic manufacturer then can elect, if the patent rights are questionable, to 
make a certification that the patents are either not infringed or invalid and initiate litigation or 
await patent expiration. If the same data exclusivity periods are used, we believe the period 
should be increased to more than one (1) year prior to the end of data exclusivity to allow for 
completion of the litigation.  If, however, an alternative approach is taken that affords greater 
periods of data exclusivity, then we believe that it is essential to assure and provide for the 
artificial act of infringement to occur at least four (4) years prior to expiration of data exclusivity.   
As proposed at the Roundtable, one would anticipate litigation lasting four (4) years in biologic 
patent. The brand manufacturer is protected because in the unexpected event that the litigation 
ends sooner, the data exclusivity period would restrict launch until the end of the four (4) year 
period. 

A third key question raised was how should the legal clearance process operate if the 
Orange Book is not utilized. First, it is important to note that Hatch-Waxman was designed prior 
to the adoption of the rules requiring publication of patent rights in the United States.  Prior to 
this rule change, it was possible to maintain pending patent applications for extended periods of 
time and surprise potential infringers despite conducting a thorough patent search.  Today, there 
is greater transparency. We believe the legislation should assume that a follow-on biologic 
manufacturer is able to conduct its own patent search and be in a position to initiate the process 
at the time an abbreviated application is filed. We believe that the following process would 

5 Control generally takes the form of an exclusive license, however, to avoid gaming we believe the concept of 
control is necessary so that any contractual arrangement, even a non-exclusive license, that restricts access to the 
patent rights by a third party is covered by the process.  Control might take the form of restricting the grant of a 
license to a third party or the right to sue third parties, or the form of contractual provisions that have economic or 
commercial terms with the same purpose or effect. If a University, for example, holds a manufacturing related 
patent right that is available for license to the follow-on biologic manufacturer without any restrictions to the 
reference brand manufacturer, then a license would generally be available and need not be included in the process.  
If a reference brand manufacturer controls a University patent right, then the University’s patent right should be part 
of the legal clearance process. 
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provide a timely, efficient method for legal clearance of patents that are owned or controlled by a 
brand biologic manufacturer. 

•	 The follow-on biologic applicant, upon filing its abbreviated application with the FDA, 
sends a notification (a “Notice”) to the brand reference biologic manufacturer and either 
certifies its intention to delay marketing of a Biogeneric or Biosimilar product until 
patent expiry or any data exclusivity, or if appropriate, a certification of non-infringement 
or invalidity. The Notice should contain a list of the patent rights of which the follow-on 
biologic manufacturer is aware that it believes should be the subject of the legal clearance 
process, and a level of disclosure similar to the existing Hatch-Waxman notification 
process. 

•	 Within ten (10) days of receipt of the notice, the referenced biologic drug manufacturer 
should be obligated to identify any other patents it owns or controls that cover the 
referenced product (and any subsequently issued patents within a reasonable period of 
time).6 

•	 The referenced biologic drug manufacturer must then be obligated to sue or should be 
estopped from bringing suit on the identified, challenged patents no later than 45 days 
after receipt of the Notice.  Alternatively, the applicant should have an express right to 
declaratory judgment jurisdiction if the referenced biologic drug manufacturer does not 
sue with respect to the patents listed in the Notice. 

•	 Third party patent rights should be included only to the extent they are owned or 

controlled by the reference brand biologic manufacturer.   


We believe this process balances the rights of reference brand biologic manufacturers with the 
precompetitive objectives of follow-on biologics manufacturers.  It allows for follow-on biologic 
companies and their investors to evaluate the patent risk, and in cases where patent rights are 
weak, proceed with a well-defined process to obtain approval.  If a different process were 
adopted for follow-on biologics, it would create further uncertainty and the opportunity for 
litigation that could delay new entry of competition and reduce the incentive for investment. 

Conclusion 

We appreciate the opportunity to submit these additional comments.  We welcome 
further discussion, recognizing that there are multiple positions being offered on these complex 
issues. We remain committed, however, towards supporting final legislative language that will 
provide incentives for companies to compete and innovate, meet the appropriate high quality 
standards as set by FDA, and bring safe, affordable medicines to patients in need.   

6 Because the brand reference biologic manufacturer is not necessarily aware of the manufacturing process or 
formulation used by the follow-on biologic manufacturer, it should not be obligated to identify manufacturing patent 
rights that could not in good faith have been identified from the information provided by the follow-on biologic 
manufacturer in the Notice. This also avoids a need for disclosure of the follow-on biologic product information or 
manufacturing process prior to the initiation of or outside the protection of protective orders issued under any 
resulting litigation.  The burden can be placed on the follow-on biologic manufacturer to conduct a freedom to 
operate search and to include any such patents in its Notice should clearance be needed. 
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If you have any questions regarding our submission, please feel free to contact me at 617­
395-2786 or our Chief Operating Officer, Steve Brugger at 617-395-5105. We would be very 
interested in meeting with you at your convenience in January to discuss our proposals further 
with FTC Staff. 

Sincerely, 
~,  

Bruce A. Leicher 
Sr. Vice President and General Counsel 

Cc: Steve Brugger 




