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Preparing or Evaluating Freedom to Operate, Non-Infringement, and Invalidity
Opinions For a Business Transaction

Introduction

Due diligence in a corporate transaction often involves investigating a business
entity’s position with respect to the patent landscape. This typically involves preparing
or reviewing opinion letters from counsel. This paper addresses how such patent opinion
letters are prepared or evaluated. It presents a broad overview for corporate transactional
attorneys, but also investigates selected issues in a greater level detail appropriate to
patent attorneys that are more closely involved in the patent due diligence process. In
particular, freedom-to-operate, non-infringement, and invalidity opinions are discussed.

A freedom-to-operate opinion letter typically involves a “product clearance”
investigation to proactively identify and dispose of patents in the area of the entity’s
products, thereby proactively reducing the risk of subsequent patent problems. Close
patents are typically analyzed in separate non-infringement opinion letters.

A non-infringement opinion letter distinguishes a product or service from close
patent claims by first construing the claims within the analytical framework set forth by
judicial precedent, and then reading the claims upon the product to establish no
infringement, both literally, and under the doctrine of equivalents. The non-infringement
letter serves to avoid known problems, for example, to validate that the product has
properly been “designed-around” problematic patent claims of others. More typically,
the non-infringement letter serves to avoid enhanced damages from willfulness, should
the product ultimately be found to infringe such problematic patent claims.

An invalidity opinion letter serves to neutralize patent claims that cannot be
avoided, if it can be determined that such patent claims are invalid. Invalidity analysis
typically involves first construing the claims, then reading the claims on the prior art to
determine whether the claims are valid. Like the non-infringement opinion letter, the
invalidity opinion letter serves to avoid known problems and to avoid enhanced damages
from willfulness.

Sometimes, the questions of non-infringement and invalidity are inextricably
intertwined. For example, sometimes a patent claim can be reasonably interpreted two
different ways: a first (e.g., broad) interpretation that would render the claim invalid as
failing to distinguish over the prior art; and, a second (e.g., narrow) interpretation that
preserves the claim’s validity, but fails to read on the accused product. In such cases, it
may be appropriate to include such non-infringement and invalidity analysis in the same
opinion letter.

Many business transactions can involve patent due diligence that includes

investigating freedom-to-operate, non-infringement, invalidity, or unenforceability issues.
Examples of such business transacttons include mergers, acquisitions, financing, public

© 2005 Suneel Arora 1




or private placements, joint ventures, licensing, purchasing insurance, even buying or
selling goods or services. Such business transactions often involve parties other than the
attorney and the client business entity, for example, a target company, a suitor company,
investors, underwriters, customers, suppliers, or distributors. Therefore, the different
(and often multiple) audiences for the patent opinion letter must be carefully considered.

The audience for an opinion letter may be your client, or someone other than your
client, such as a third party suitor or investor, or other third parties such as suppliers,
distributors, customers, joint venturers, or stockholders. The audience may include both
patent counsel and business people. Since an opinion letter may be relied upon and
produced in a patent infringement trial, the audience may include a judge or jury, an
appellate court, or opposing counsel or expert witnesses. As with the multiple audiences,
opinion letters may include different purposes. Should it provide objective and balanced
advice? Should it advocate for a tenable position? Does it aim provide an “insurance
policy” serving as a mitigating factor against willfulness? Does it serve as a pre-suit
investigation by a patentee? Is its goal to remediate a discoverable previous poor
conclusion by another? Does it validate a design-around effort?

Certain concerns relating to patent opinion letters are particularly relevant to
business transactions. For example, it is important to keep in mind the attorney’s duty to
the client, particularly where other parties are involved in the business transaction. The
presence of such other parties also raises the question of how best to preserve the
attorney-client privilege. Furthermore, the business transaction may raise duties to third
parties, and the potential of liability to such third parties. Of particular concern is the
effect of being put on “notice” of potential infringement problems learned during due
diligence, and the affirmative duty of due care that such notice triggers. Information
learned from one party during due diligence may also raise the question of an attorney’s
duty, under 37 C.F.R. § 1.56, to disclose material information to the U.S. Patent &
Trademark Office in a similar pending patent application being prosecuted by the
attorney for the other party to the business transaction, and the question of how such a
duty to disclose can be reconciled with a conflicting duty of confidentiality imposed by a
confidential disclosure agreement between the parties. Moreover, in preparing an
opinion letter, the attorney must always consider its effect on the post-transaction
business entity (e.g., merger or spin-off), as well as the effect of the opinion letter on a
business transaction that fails to be consummated. These and other issues are discussed
in further detail below.

Freedom to Operate

How can a business entity learn about the patent landscape of its technology area?
It often involves conducting a “product clearance” investigation to proactively identify
patents in the area of the entity’s products. Conducting a clearance investigation
reduces the risk of subsequent patent problems, and may result in generating a freedom-
to-operate opinion letter. However, close patents are typically analyzed in separate non-
infringement opinion letters. This permits selective waiver of limited information during
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trial, if needed, and preserves the attorney-client privilege to the extent possible, as
discussed further below.

In general, the freedom-to-operate opinion letter can never guarantee that the
business entity has a clear path to market its products or services. It is necessarily limited
by the effectiveness of the product clearance search, and the conclusions of the opinion
letter should reflect this lack of complete certainty. Since U.S. patent applications enjoy
at least an 18 month period of secret pendency at the U.S. Patent & Trademark Office
(see 35 U.S.C. § 122), no product clearance search can be 100% effective, since it may
not uncover prior art that, at the time the search is conducted, is pending in secret at the
U.S. Patent & Trademark Office. The freedom-to-operate opinion letter should also
identify the geographic scope of the product clearance search. Applicable foreign patents
should be identified, if the client requests. However, competent foreign patent counsel
should be engaged to separately opine on their effect on the client’s freedom-to-operate
in such foreign countries.

The effective clearance search will, of course, include multiple search strategies,
and possibly multiple searchers, databases, or searching facilities. All aspects of the
product should be considered and searched, if practicable. If previous clearance searches
have been carried out on earlier versions of the product, it may be possible to focus the
clearance search on those aspects of the product that are considered new over the
previous product. Different searching strategies can identify potential keywords,
inventors, assignees, citations, or USPTO or international classifications. Although the
patent competitive claim landscape will be determined by the issued patents and the
published patent applications of others, the clearance search should still consider non-
patent literature as well as the entity’s own issued patents and published patent
applications. This will help to put the patent rights of others in the appropriate context, as
well as to help identify bargaining chips for licensing negotiations. Visual patent
mapping may also help the entity understand where the entity can and cannot go.

Establishing freedom-to-operate is becoming more difficult simply because the
heightened awareness around intellectual property rights has generated increased patent
application filings and issued patents in recent years. Therefore, depending on the entity,
the patent landscape may be littered with potential problem patents. Some of these
“problem” patents, however, may have expired. For example, the patent term may have
elapsed, the patent term may have been shortened by a terminal disclaimer of another
patent, or the patent may have expired from failure to pay the required maintenance fees,
as can be determined from the U.S. Patent & Trademark Office’s PAIR database. Such
expired patents may represent a “safe harbor” opportunity, for example, if a claim of the
expired patent fully covers the entity’s product. Since the subject matter claimed in a
patent becomes dedicated to the public upon its expiration, such an expired patent may
provide a “safe harbor” in which the entity can operate without risking patent
infringement. Care should be exercised, however, to ensure that the entity does not need
access to any still-patented improvements on the expired patent. Similarly, safe harbor
may lie in a patent that is still in force, but which has disclosed but failed to claim the
subject matter. See Johnson & Johnston Assocs. Inc. v. R.E. Service, 285 F.3d 1046,
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1054 (Fed. Cir. 2002). However, such a patent must have no children patent applications
still pending, since that could provide an opportunity for obtaining broader claims.
Similarly, such a patent should have issued beyond the two-year window for obtaining a
reissue patent application with broader claims. See 35 U.S.C. § 251.

The freedom-to-operate opinion should also take into account other non-patent
considerations. For example, do any license agreements, settlement agreements, or court
orders affect the freedom-to-operate, either by clearing an otherwise insurmountable
hurdle, or imposing further restrictions outside any patent claims? In a merger or like
business transaction, each party should be sure that the other party can live up to its part
of the bargain. Does the other party to the transaction come with any hidden baggage
restricting the freedom-to-operate, such as by an agreement or court order? The analysis
should also consider whether any statutory exemption confers at least some freedom-to-
operate, such as the limited exemption under 35 U.S.C. § 271(e)(1) for submission of
regulatory data to FDA, or the limited exemption under 35 U.S.C. § 273(b)(1) giving
certain prior user rights for business methods.

What options exist if one or more blocking patents is identified by the freedom-
to-operate investigation? If ceasing and desisting from the infringement is not desirable,
other options include buying or licensing the blocking patent, avoiding the patent claims
by designing-around the patent claim, proceeding with the activity after obtaining a
competent non-infringement or invalidity opinion on the patent’s claims, or even
attacking the blocking patent by an interference (within 1 year of the patent’s issuance;
see 35 U.S.C. § 135(b)(1)), a third party reexamination proceeding, or a declaratory
Jjudgment suit. A party proceeding with the benefit of a competent non-infringement or
invalidity opinion of counsel should be aware, however, that even obtaining such an
opinion does not guarantee against a finding of willfulness, as discussed below.

Willfulness

Understanding the law surrounding willful patent infringement is essential to
preparing or evaluating an effective non-infringement or invalidity opinion letter. In a
patent infringement suit, a finding of patent infringement may also lead to an award of
enhanced damages. A judicial doctrine of “willfulness” has arisen over the patent
statute’s provision for up to a trebling of damages. See 35 U.S.C. § 284. Moreover, a
court “may in exceptional cases award reasonable attorney fees to the prevailing party.”
See 35 U.S.C. § 285. Whether a case is exceptional is linked to, but not necessarily
coextensive with willful infringement.

Willfulness is determined by considering the “totality of the circumstances.” See
Gustafson, Inc. v. Intersystems Indus. Prods., Inc., 897 F¥.2d 508, 510 (Fed. Cir. 1990).
The circumstances considered include: (1) whether the infringer deliberately copied the
ideas or design; (2) whether the infringer, when he knew of the patent protection,
investigated its scope and formed a good-faith belief of non-infringement or invalidity;
(3) the infringer's behavior in the litigation; (4) the defendant's size and financial
condition; (5) the closeness of the case — ¢.g., whether the infringement was literal or
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under the doctrine of equivalents; (6) the duration of the defendant's infringement,
including whether there was any continued infringement after judgment or affirmance of
the infringement suit; (7) any remedial action by the defendant; (8) the defendant’s
motivation for harm; and (8) whether defendant attempted to conceal its misconduct. See
Read Corp. v. Portec, Inc., 970 F.2d 816, 826-27 (Fed. Cir. 1992).

“Where a potential infringer has actual notice of another’s patent rights, he has an
affirmative duty to exercise due care to determine whether or not he is infringing.”
Underwater Devices, Inc. v. Morrison-Knudsen Co., 717 F.2d 1380 (Fed. Cir. 1983); See
also SRI International, Inc. v. Advanced Technology Laboratories, Inc., 127 F.3d 1462
(Fed. Cir. 1997). Before the recent decision of the Court of Appeals for the Federal
Circuitt (“Federal Circuit”) in Knorr-Bremse Systeme Fuer Nutzfarzeuge GMBH v. Dana
Corp., 383 F.3d 1337 (Fed. Cir. 2004), some cases suggested that the affirmative duty of
due care expressly included the duty to seek and obtain competent legal advice from
counsel before initiating any possible infringing activity. See, e.g., Underwater Devices,
717 F.2d at 1389-90. The Knorr-Bremse decision addressed four specific questions.

First, the Knorr-Bremse court held that no adverse inference arises when a
defendant invokes attorney-client or work product privilege. Previously, a negative
inference (i.e., that the opinion was unfavorable) arose if an infringer failed to waive the
attorney-client privilege and, therefore, failed to disclose the exculpatory opinion of
counsel relied upon to avoid willfulness. See, e.g., Fromson v. Western Litho Plate &
Supply Co., 853 F.2d 1568 (Fed. Cir. 1988). Thus, this aspect of Knorr-Bremse directly
changed previous law. As a practical matter, because waiving the privilege may still
provide value during litigation, exculpatory legal opinions must still be written as
documents that will be viewed by a judge or jury. Therefore, such opinions should not
assume any familiarity with patent law or the applicable technology. Moreover, because
waiving the privilege (which may extend to attorney work product as well as covering
attorney-client communications) is no longer required to avoid drawing an adverse
inference, Knorr-Bremse has made it even more important to carefully conduct business
transactions and other acts in a manner that preserves the attorney-client and work
product privileges.

Second, the Knorr-Bremse court held that no adverse inference arises when the
defendant fails to seek legal advice, however, there continues to be an affirmative duty of
due care to avoid infringement of the known patent rights of others. This aspect of
Knorr-Bremse also changed previous law, but it should be noted that obtaining a legal
opinion has never been an absolute requirement under the totality of circumstances test
for willfulness. See, e.g., Electro Med. Sys., S.A. v. Cooper Life Sciences, Inc., 34 F.3d
1048 (Fed. Cir. 1994). Thus, Knorr-Bremse diminishes the emphasis on the exculpatory
legal opinion, which was sometimes previously regarded as the primary element in the
totality of circumstances test for willfulness. However, because the affirmative duty of
care remains, a competent exculpatory legal opinion may still be valuable.

Third, the Knorr-Bremse court found that its removal of the above adverse
inferences materially changed the totality of the circumstances analysis for willfulness.
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Therefore, the Knorr-Bremse court remanded the case for a fresh re-weighting of the
evidence.

Fourth, the Knorr-Bremse court reiterated that a substantial litigation defense to
infringement will not necessarily defeat liability for willful infringement, such as where
no legal advice had been obtained. However, the existence of a substantial litigation
defense to infringement still remains a factor that must be considered under the totality of
circumstances test for willfulness. As a practical matter, a prelitigation exculpatory
opinion retains separate value, and it may also be judged less harshly than a litigation
defense that was developed with the benefit of more time, information, and financial
resources.

Notice And the Duty of Care

When should an exculpatory legal opinion be sought? This depends on when
notice of the patent rights in question was obtained. Court decisions use the term “actual
notice” subtly differently with respect to triggering infringement damages than for
triggering the affirmative duty of due care. See Lisa A. Dolak, Triggering Due Care and
Damages: Requiring More Detailed Notice of Infringement, Intellectual Property
Owners “Patent Trolls and Patent Property Rights Conference,” March 14, 2005. Patent
infringement damages begin upon notice of the infringement (unless products are
marked, giving constructive notice). By contrast, the affirmative duty of due care begins
upon knowledge of the patent rights, as discussed below.

Notice triggering infringement damages is set forth in the patent statute: “In the
event of failure so to mark, no damages shall be recovered by the patentee in any action
for infringement, except upon proof that the infringer was notified of the infringement
and continued to infringe thereafter, in which event damages may be recovered only for
infringement occurring after such notice.” 35 U.S.C. § 287 (emphasis added). For
triggering infringement damages, such actual notice must be from the patentee or another
with authority to grant a license. See Lans v. Digital Equip. Corp., 59 U.S.P.Q.2d 1057
(Fed. Cir. 2001). It must inform the infringer of the patent, the infringing activity, and
the proposal for abatement (e.g., cease and desist, offer for license, etc.). See SRI Int’],
Inc. v. Advanced Tech. Labs., Inc., 127 F.3d 1462 (Fed. Cir. 1997). Such actual notice
may be delivered without triggering a declaratory judgment action.

By contrast, the knowledge triggering the affirmative the duty of due care focuses
instead on the potential infringer’s knowledge of the patent rights—this requires less than
knowledge of the infringement. See Dolak, supra (noting various sources of knowledge
triggering the duty of due care, as discussed below). For example, getting sued of course
constitutes knowledge of the patent rights triggering the affirmative duty of due care. See
Crystal Semiconductor v. Tritech Microelec. Int’l, Inc., 246 F.3d 1336 (Fed. Cir. 2001).
Receiving a “Cease and Desist” letter also constitutes such knowledge of the patent rights
triggering the affirmative duty of due care. See Mentor H/S, Inc. v. Medical Device
Alliance, Inc., 244 F.3d 1365, 1379 (Fed. Cir. 2001). Getting a written or verbal offer of
license similarly amounts to knowledge of the patent rights sufficient to trigger the
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