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Agenda

• Non-Infringement/Freedom to Operate (FTO) Opinions
• Why get them
• Value proposition for NI/FTO Opinions
• Drafting an opinion/mechanics
• Timing of when to get one
• Implications; waiver of privilege
• Best practices



7

What is a non-infringement opinion?

• A non-infringement opinion is an opinion of counsel with respect to whether a specified product 
infringes upon the claims of an identified patent.

• In contrast:
• A invalidity opinion analyzes the validity of an identified patent and does not consider an identified 

product.
• A Freedom to operate (FTO) analyzes whether any known patents would prevent the 

make/use/sale of a specified product

• In US practice, non-infringement opinions outline why a specified product does not infringe the claims 
of a patent. However, in some judications outside US counsel may actually prepare opinions detailing 
how a product does read on the claims of a patent.
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Why obtain a non-infringement opinion?
• Possible defense to “exceptional case”; to mitigate “willful infringement” and the up-to-3x 

damages under 35 U.S.C. §284
 US patent litigation often bifurcates liability from damages phases
 FTO used in Phase 2, if applicable

• Due Diligence/Decision Trees
 before acquisition of a business entity
 preface to negotiation of a license (to be forewarned is forearmed)
 compliance with corporate IP policies (e.g., company respects valid IP rights)
 in Pharma/Biotech, existence of FTO in one branch drives decision tree of R&D spend to pick path of least 

resistance/path avoids pitfalls and wasted resources
• Possible mitigate against “specific intent to induce infringement” 

 Value of FTO was cut by the Commil v. Cisco case [575 US 632, 135 S. Ct. 1920 (2015)], which held that a 
belief of “invalidity” was not enough to mitigate against the “specific intent” to induce infringement. Commil
relied on S. Ct.’s Global Tech opinion [563 U.S. 754 (2011)] regarding the knowledge of induced infringement.

 But FTO opinion of non-infringement (as opposed to validity) may still be relevant to mitigate against the 
specific intent to induce infringement prong of induced infringement
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Value of a non-infringement opinion?

• Changes in the law have varied the value of invalidity opinions for reducing exposure to enhanced 
damages.

• For many years, a duty-of-care standard was applied when analyzing whether a patent 
infringement verdict warranted enhancement. See, e.g., Underwater Devices Inc. v. Morrison-
Knudsen Co., 717 F.2d 1380, 1389-90 (Fed. Cir. 1983).

• In 2007, the CAFC changed the standard for awarding enhanced damages with its Seagate 
decision, adopting a dual-prong test. In re Seagate Tech., LLC, 497 F.3d 1360, 1371 (Fed. Cir. 
2007).  The first prong required the patentee to show by clear and convincing evidence that an 
infringer acted despite an objectively high likelihood that their actions were infringing.   If the 
first prong was met, the patentee needed to demonstrate that the risk of infringement was either 
known or so obvious that the accused infringer should have known about it. 
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Value of a non-infringement opinion?

• Changes in the law have varied the value of invalidity opinions for reducing exposure to enhanced 
damages.

• In 2016, the Supreme Court rejected the Seagate dual-prong test as “unduly rigid” and shifted the focus 
of an enhanced damages analysis to the egregiousness of a party’s conduct. Halo Elecs., Inc. v. Pulse 
Elecs., Inc., 136 S. Ct. 1923, 1932-33 (2016). The primary issue, in the eyes of the Court, was that by 
analyzing the objective likelihood of infringement as a threshold consideration, a “wanton and malicious 
pirate” might avoid enhanced damages on that basis alone. Id. at 1932.  The Court noted that “culpability 
is generally measured against the knowledge of the actor at the time of the challenged conduct.” Thus, 
under Halo, infringers can no longer rely on a reasonable defense developed during litigation.  Instead, 
culpability is assessed when infringement is occurring.

• Because a patent can live for 20 years, the law may yet again change so having an FTO opinion may be 
relevant in the future. 

• Take away – it can ever hurt to be more careful/prudent than less careful/prudent? The decision of 
whether to obtain NI opinion comes down to risk analysis by IHC/business.
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Value of a non-infringement opinion?

• America Invents Act (AIA) added 35 U.S.C. § 298 to legislatively abrogate Broadcom Corp. v. Qualcomm 
Inc., 543 F.3d 683, 699 (Fed. Cir. 2008) stating that no advice of counsel opinion was required to avoid 
finding of willfulness: “The failure of an infringer to obtain the advice of counsel with respect to any 
allegedly infringed patent, or the failure of the infringer to present such advice to the court or jury, 
may not be used to prove that the accused infringer willfully infringed the patent or that the infringer 
intended to induce infringement of the patent.”

• Sherwin-Williams Company v. PPG Industries, Inc., 2021 WL 1110568, *5 (W.D. Pa. Mar. 23, 2021)
(granting motion in limine precluding the patentee, in the willfulness phase of the trial, from 
introducing evidence that the accused infringer had not obtained an opinion of counsel)

• Vaporstream, Inc. v. Snap Inc., 2020 WL 136591, *21 (C.D. Cal. 2020) (granting summary judgment 
dismissing post-suit willful infringement claim ruling that the patentee could not rely on the accused 
infringer’s failure to produce an opinion of counsel as evidence of willful infringement)
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Drafting non-infringement opinion?

• To be effective, an opinion letter must be competent, thorough, and reasonable.
• Can an opinion be oral? 

 Oral opinions are disfavored, but not per se improper, because time will elapse, memories will fade, difficult to corroborate oral opinion. Shiley, 
Inc. v. Bentley Lab., Inc., 794 F.2d 1561 (Fed. Cir. 1986).

• A non-infringement opinion should include:
• A thorough description of the product being analyzed, along with all supporting materials related to the product that was relied upon in 

drafting the opinion.

• An analysis of the prosecution history of the patent and a brief summary of all distinguished prior art.
• May also include analysis of ex-USA patent office proceedings for potential inconsistencies in arguments before USPTO/EPO/JPO/KIPO, etc.

• Discussion of relevant legal standards for infringement and legal principles for infringement analysis (literal infringement, infringement 
under the Doctrine of Equivalents, prosecution history estoppel) Westvaco Corp. v. International Paper Co., 991 F.2d 735, 743–44 (Fed. 
Cir. 1993)(“In considering the reasonableness of the accused infringer's reliance on an opinion of counsel, the opinion letter should be 
reviewed for its “overall tone, its discussion of case law, its analysis of the particular facts and its reference to inequitable conduct.”)

• If a product does not infringe an independent claim, it cannot infringe any claims that are dependent on the independent claim. 
Therefore, an opinion should include a detailed infringement analysis for each independent claim. 

• The opinion should include ALL the information relied upon by the attorney preparing the opinion and potentially identification of 
individuals within the company that provide information regarding the specified product.
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Drafting non-infringement opinion?

Other Specific Issues: 
• A claim construction for key term of the claims, may also consider including alternative constructions:

• Potential claim construction “squeezes” that narrower claim construction to avoid infringement may impact breadth for prior art 
invalidity; does broader claim construction now impact Written Description/Enablement (the full scope of claim must have 
WD/enablement)

• Scope of Analysis: is analysis of specifically identified competitor’s patents/applications
• Or broad search that would include any relevant patent/application by any 3rd Party
• Need to avoid scope creep for law firm; important engagement letter specifies scope
• Do you rely on search provided by client, do it in-house at law firm, hire an outside vendor (law firm needs to check with insurance 

policy)

• Lifespan of patent – when will patent expire; is it worth opining on soon to expire patent; but will there be 
continuations/divisional impacted

• Expert support – if purpose of NI/FTO is to show “bona fide” beliefs, do you get experts to opine on claim 
construction, on infringement, on invalidity? Via review or declarations/exhibits?
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Who’s the Author?

• A competent opinion is drafted by a competent author
• Is there a bias or conflict in interest in the author?

 bias can be equated to objectivity [See 3M v. J&J Orthopedics, 

 does author have vested interest in stating a NI/FTO conclusion? [See, Yamanouchi Pharmaceutical Co. v. Danbury Pharmacal, Inc., 21 F.Supp.2d 366, 375 
(S.D.N.Y.,1998), aff’d 231 F.3d 1339 (Fed. Cir. 2000)(author provided opinion to client, not paid, got 50% of gross profit off sales, didn’t charge for litigation 
fees)

 bias can occur from using in-house counsel as author [Minnesota Min. and Mfg. Co. v. Johnson & Johnson Orthopaedics, Inc., 976 F.2d 1559, 1580 (Fed. Cir. 
1992); but see Studiengesellschaft Kohle, m.b.H. v. Dart Industries, Inc., 862 F.2d 1564, 1574 (Fed. Cir. 1988) stating that in-house counsel author is not per 
se disqualifying.]

 bias can occur from using law firm that heavily relies on client for business (e.g., if a certain client represents a huge book of business to a law firm, does 
that law firm have a bias to providing a favorable conclusion?

• Patent agent vs. Patent attorney  - Patent  agent may be per se incompetent because Registration is only for Prep & Pros, not for legal work 
during litigation
 non-US professionals, such as EPO Patent Attorneys are not considered competent counsel; Patent Managers (non registered professionals) are not 

competent

 best practice is registered US patent attorney [See, BIC Leisure Products, Inc. v. Windsurfing Intern., Inc., 1 F.3d 1214, 1223 (Fed. Cir. 1993)

• Is author a junior associate or senior partner; does law firm have policy on senior attorney review and sign off; what level of supervision is 
given to author
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When to get one?
• Sooner the better is usually best practice
• Ideally as soon as company becomes aware of patent and potential infringement allegations
• Don’t ignore Cease and Desist letters issued to competitors; lawsuits against competitors
• Don’t ignore Cease and Desist letter you get
• Courts will decline willfulness if company can show diligence in investigating claims of potential 

infringement; take timely action
• Updates periodically goes to good faith. Westvaco Corp. v. International Paper Co., 991 F.2d 735, 744 (Fed. 

Cir. 1993)
 updating prior to launch of product

• In Pharma/Biotech, as your R&D progresses, do you continuously update the opinion, updates after major 
amendments are made in NDA/ANDA

• Updates in preparation for TRO/PI upon product launch; using Opinion as roadmap for TRO/PI (patentee 
may assume the TRO motion may catch defendant by surprise, but defendant could be well prepared 
because of opinions, TRO defense preparation)

• Watching for pending applications that may issue and create new FTO problems
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Communication with clients and implications for litigation

• A key consideration for using non-infringement opinions is the attorney-client privilege.

• When a party announces that it will rely on advice of counsel to negate willfulness, for 
example, the privilege may be waived. In re EchoStar Commc’ns Corp., 448 F.3d 1294, 
1299 (2006). 

• The scope of waiver may be broad in some circumstances, applying to all 
communications relating to the subject matter of the opinion.
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Communication with clients and implications for litigation

• Scope of Waiver:
• In In re EchoStar Comms. Corp., 448 F.3d 1294, 1300 (Fed. Cir. 2006), the defendant relied on an opinion

from in-house counsel obtained prior to suit and then obtained a second opinion from a third party, but
did not actually rely on the second opinion. The district court ordered discovery of communications of
all work product except for those related to trial preparation or unrelated to infringement.

• On appeal, the Federal Circuit affirmed the broad waiver, holding that assertion of an advice of counsel
defense requires surrender of privilege as to any attorney-client communications relating to the same
subject matter.

• Shortly after EchoStar, an en banc Federal Circuit clarified the waiver standard in In re Seagate Tech.,
LLC, 497 F.3d 1360, 1371. The Court concluded that, “as a general proposition,” reliance on advice of
counsel does not waive attorney-client privilege for trial counsel, but stressed that this is not an
absolute rule. The Court stated that “trial courts remain free to exercise their discretion in unique
circumstances to extend waiver to trial counsel, such as if a party or counsel engages in chicanery.”
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Communication with clients and implications for litigation

• Steps to limit the negative effects of any later privilege waiver during litigation:
• Client and counsel should avoid unnecessary disclosure of privileged or confidential information not directly 

related to the non-infringement opinion.

• Communication should not include characterizing positions before the non-infringement analysis is complete.  
Off-hand initial remarks documented in early communications at the outset of a non-infringement 
investigation, even if ultimately incorrect, may cast doubt on the reasonableness of a final non-infringement 
opinion.

• Since the author of any non-infringement opinion relied upon in litigation could be deposed, 
clients should carefully select experienced opinion counsel that is separate from a potential 
litigation counsel.

• Clearly define the scope of the opinion (patents & products) in the opinion and specifically 
disclaiming any other issued patent/application to avoid the client alleging that “attorney should 
have kept the client informed about pending application…”
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Best Practices

• Create a policy, if possible, to mitigate any threats; earlier the better; follow the policy
• Separate opinion from trial counsel to limit scope of waiver; avoid broad discovery 
• If examining multiple patents, consider multiple separate opinions so you can trot out 

opinions selectively 
• Keep track of changes in product development as new opinions may be needed
• Ensure you have competent authorship 
• Balance risk of obtaining opinion based on value of underlying product
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Questions?



Thank You

Shashank Upadhye

shashank@ipfdalaw.com

Jeffrey L. Waters

jwaters@cantorcolburn.com

mailto:shashank@ipfdalaw.com

	Slide Number 1
	Tips for Optimal Quality
	Continuing Education Credits
	Program Materials
	Slide Number 5
	Agenda
	What is a non-infringement opinion?
	Why obtain a non-infringement opinion?
	Value of a non-infringement opinion?
	Value of a non-infringement opinion?
	Value of a non-infringement opinion?
	Drafting non-infringement opinion?
	Drafting non-infringement opinion?
	Who’s the Author?
	When to get one?
	Communication with clients and implications for litigation
	Communication with clients and implications for litigation
	Communication with clients and implications for litigation
	Best Practices
	Questions?
	Thank You
	Slide Number 22
	Slide Number 23
	Not a Passholder Yet?��Try the CLE Individual Annual Pass

