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interchange programs.

SB-58 places certain restrictions on drug substitutions used under some
PBM/health plan contracts to lower overall costs of drug benefits by increasing the use of
lower cost, therapeutically effective drugs.37 When a "drug switch" is requested, the
PBM must "provide the prescriber with all of the financial and clinical information the
prescriber needs to determine whether the drug switch is in the patient's best interest. ,,38

As drafted, the provision is vague and potentially over-broad. The FTC staff does not
mean to express any opinion on the clinical considerations a prescribing physician should
undertake prior to the issuance of a lawful prescription or in evaluating any amendment
to that prescription. At the same time, the staff notes that "all of the financial and clinical
information" that may be pertinent to a patient's best interests includes, on its face, non­
clinical financial information. The scope of that required disclosure is unclear. That lack
of clarity, and potential concerns about the disclosure of proprietary financial information
to physicians who are not required to maintain that information in confidence, may work
to chill otherwise cost-effective interchange programs.

To the extent that SB-58 reduces the incidence of cost-saving substitution, it will
increase pharmaceutical costs for health plans. Therapeutic interchange programs have
the potential to increase usage of less expensive, but therapeutically effective, branded
drugs or their generic equivalents.39 The PBM Study noted that interchange pro.§rams are
costly to implement and that, in practice, interchanges have been relatively rare. 0

Nonetheless, the Study data confirm that, if implemented, interchange programs should
tend to reduce costs for health plan sponsors that use them.41 Furthermore, interchange
programs can playa useful role in the negotiation of discounts with manufacturers.42

(c) General Duties

37 Therapeutic interchange is the substitution of a drug that is designed to have similar therapeutic effects,
and is approved by FDA for treatment of the same indication, but is in some regard pharmaceutically
different. See R. Herdman & D. Blumenthal, eds., Description and Analysis of the VA National Formulary
(Institute of Medicine June 2000), available at www.nap.edulbooks/0309069866/html. Certain instances
of therapeutic interchange are likely to be considered drug switches under SB-58.

38 SB-58 at § 4454.

39 See, e.g., PBM STUDY, supra note 5, at 28, Fig. II-2, and 61.

40 Two large PBMs submitting data for the PBM STUDY under special orders employed therapeutic
interchange in filling "less than one-half of one percent (0.5%) of prescriptions dispensed at retail and at
PBMs' owned mail-order pharmacies." Id. at 84. The data represent the practices of two large PBMs in
2002 and 2003 and may not represent the frequency of therapeutic interchange across the industry. See id.

41 See id. at 81. Examining data regarding drug pairs for which PBMs had authorized a program to
substitute (interchange) one member of the pair for the other provides some indication of the potential for
therapeutic interchange to lower costs if implemented. "In the 10 therapeutic categories the Commission
examined, study participants' data showed that the use ofT! could reduce plan sponsors' costs in a majority
of cases." Id.

42 The PBM STUDY reports that "[o]ne PBM indicated that it regards the real value of [therapeutic
interchange] programs as a negotiating tool with manufacturers to obtain higher pharmaceutical payments
or allowance rates." PBM STUDY, supra note 5, at 84.
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Among the proposed general obligations of a PBM are that it perform, "in
connection with [PBM] services it provides to a health plan or participants in the state
with care, skill, prudence, and diligence.,,43 These duties are not defined in the Bill, and
without further clarification, they may suggest PBM liability for civil actions sounding in
torts or agency, above and beyond any potential liability established under contract law.
In particular, the suite of duties enumerated in SB-58 - "care, skill, prudence, and
diligence" - may suggest an agency relationship, such as a fiduciary relationship,
between PBMs and health plans, as these are traditional fiduciary duties of service or
performance.44 Moreover, the Bill's language is similar to the federal ERISA statute's
definition of fiduciary duties.45 If the duties are read as fiduciary duties, they may further
restrict the formation and interpretation of contracts in this area because, although a
fiduciary relationship generally may be defined by the terms of a contract between the
fiduciary and its principal, "even specific agreements ... must be interpreted in the light
of the principles which are applicable to the relation of principal and agent.,,46 A
fiduciary may, for example, owe its principal a "duty to give information" that is
independent of any express disclosure requirements imposed under contract or statute, as
well as a "duty to account for profits" that may require the pass-through of payments to
the principal.47

As noted above, our analysis of PBMlhealth plan contracts shows that health
plans already are able to negotiate diverse payment terms - which sometimes include the
pass-through of pharmaceutical payments - and diverse information disclosure and audit

43 N.Y. S.B. 58, § 4452.

44 See, e.g., REsTATEMENT (THIRD) OF AGENCY § 8.08 (duties of care, competence, and diligence among
duties of performance); J. Dennis Hynes, Freedom ofContract, Fiduciary Duties, and Partnerships: The
Bargain Principle and the Law ofAgency, 54 WASH. & LEE L. REv. 439, 443 (1997).

45 29 USC l104(a)(1)(B) (fiduciary "shall discharge his duties with respect to a plan ... with ...care, skill,
prudence, and diligence"). The Supreme Court has observed that, "rather than explicitly enumerating all of
the powers and duties of trusties and other fiduciaries, Congress invoked the common law of trusts to
define the general scope of their authority and responsibility." Central States, Southeast & Southwest
Areas Pension Fund v. Central Transport, Inc.,472 US 559, 570 (1985). The Court further observed that
the statutory duties of "care, skill, prudence, and diligence" were required under the traditional fiduciary
duty of care at common law. [d. at 571. FTC staff does not suggest that the Bill seeks to alter the meaning
or application of the federal ERISA statute - the Bill expressly disclaims alteration of certain fiduciary
relationships established under ERISA. SB-58 at § 4451.

46 RESTATEMENT (SECOND) OF AGENCY, at Chapter 13, introductory note; see also, e.g., Ulico Casualty Co.
v. Wilson, 56 A.D.3d 1 (N.Y. App. Div. 2008) (because attorney is fiduciary, his "obligations transcend
those prevailing in the commercial market place, and a firm may not circumscribe its professional
obligations by purporting to transform [the relationship] into an arm's length commercial affiliation." [d. at
5 (citations omitted))..

47 See, e.g., The Bank of New York AS TRUSTEE FOR THE CERTIFICATEHOLDERS CWABS, INC.
ASSET-BACKED CERTIFICATES SERIES 2006-22 v. Cremston Myers, 2009 N.Y. Slip Op 50159U,
[*3] (Feb. 3,2009) (agent as fiduciary must "account to his principal for secret profits" and forfeits right to
compensation for services rendered he violates fiduciary duty of loyalty); RESTATEMENT (THIRD) OF
AGENCY §§ 8.02 (material benefit arising out of position) and 8.11 (duty to give information).
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rightS.48 The FTC staff's concern in the instant case is not that any particular terms are
anticompetitive. The concern, rather, is that the general duties of PBMs as drafted in SB­
58 may (a) be read to suggest substantial restrictions on the formation of mutually
advantageous contracts between PBMs and health plans and (b) introduce additional risk
into such contracts to the extent that the precise nature of those restrictions is unclear.

In making these comments, staff is analyzing the duties imposed by the bill; staff
is not taking a position on the question whether ERISA would preempt this legislation.
Courts have taken different positions on the extent to which ERISA preempts state laws
regulating the relationship between PBMs and health plans.49

Conclusion

Allowing competition among PBMs is more likely to yield efficient levels of
payment sharing, disclosure, and price than contract terms mandated by government
regulation. By forcing PBM's to disclose more information than the health plans want or
need, SB-58 may unnecessarily increase the costs of providing pharmaceutical coverage.
The additional costs could be passed on to plan sponsors and individual health plan
consumers in the form of higher prices, and may ultimately reduce the number of New
York consumers who have pharmaceutical coverage and the quality of the coverage
available. As an article in Health Affairs noted, "when costs are high, people who cannot
afford something find substitutes or do without. The higher the cost of health insurance,
the more people are uninsured. The higher the cost of pharmaceuticals, the more people
skip doses or do not fill their prescriptions."so

At the same time, there does not appear to be any compelling reason to restrict
competition to protect health plans. While some lawsuits have raised concerns about
certain PBM conduct, as we concluded in the PBM Study, health plans appear able to
protect themselves from potential conflicts of interest for PBMs already through arms­
length contracts.

We appreciate this opportunity to share our views and welcome any further
discussions regarding competition policies.

48 See PBM STUDY, supra note 5, at 58.

49 In Pharmaceutical Care Mgmt. Ass'n v. District of Columbia, Civ. Action No. 04-1082 (RMU) (D.D.C.
Mar. 19,2009), Mem. Op. & Order, the DC district court held that ERISA preempted state law that
regulated "the relationship between PBMs and ERISA plans." The court found that the "proposed
regulations would require a PBM to disclose to the plan 'the compensation it will receive, directly or
indirectly, and any conflicts of interest that may arise in connection with its ervice to the plan," Id. at 17.
In contrast, in PCMA v. Rowe, 429 F.3d 294 (1 51 Cir. 2005), the First Circuit found that ERISA did not
preempt a Maine statute imposing similar obligations on PBMs.

50 William Sage, David A. Hyman & Warren Greenburg, Why Competition Law Matters to Health Care
Quality, 22 HEALTIl AFFAIRS 31, 35 (March/April 2003). Although estimates of the elasticity of demand
for health insurance coverage vary, the empirical evidence is clear that higher costs result in less coverage.
See David M. Cutler, HEALTIl CARE AND TIlE PUBLIC SECTOR, NBER Working Paper W8802, Table 5
(Feb. 2002), available at http://papers.nber.org(papers/W8802.
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