UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

Washington, DC 20580
Bereau of Compolition
Burcav of Bconomics
Office of Pelicy Planning

September 3, 2004

Assemnbly Member Greg Aghazarian
State Capital, Room 2130
Sacramcento, CA 55814

Dear Asscmblymean Aghazarian:

The staffs of the Federal Trade Commission’s Office of Policy Planning, Bureau of
Competition, and Bureau of Economics are pleased to respond to your requcsts for comments on -
the competitive effccts of California Assembly Bill No. 1960 (“AB 1960”).! AB 1960 requires
pharmacy benefit managers (PBMs) to make specified disclosures to “purchasers” and
“praspective purchasers” with regard to their revenues and drug formularies. ? AB 1960 also
requires PBMs to make specified disclosures to prescnbers and consumers, and sets certain
requiremnents for PBM contracts, formularies, and staffing.’ In your letter dated May 6, 2004,

' “Tlis lerter oxpresses the vicws of the Federal Trade Commission’s Office of Policy Plunning, Rurean of

Competition, and Bureau of Economics. The letier does not necessarily ceprevent the vicws of the Federal Trade
Commission (Commission) or of any individual Commissioner. The Commission has, however, voicd to authorize
us to subsnit these cormments.

: AB 1960 defincs & “‘purchases™ gy “eny person who exnters into an agrocment with a pharmacy benefits

manager for the provision of phanmocy boneofit management services,” and a “prospective purchaser™ ag “any person
to whom a pharmucy benafits manager offers vo provide phammacy bencfits anagement secvices,” AB 1960 § 1
(150000)(d)«(&).

3 AB 1960 does not formally define: “prescribers,™ but the cantext makes it clear that it is the health care
professions! who oripinally prescribad the pharmaceutical mquesuon AB 1960 § 1 (150007)(a).
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you asked us to analyze the competitive implications of AB 1960 and discuss whether it is likely
to “result in the increased cost of pharmaceutical care for consumers.”

AB 1960 has been amended sevon times since its introduction, but the bill’s fondamental
objectives (increasing cost transparency in transactions between PBMs and their health plan
clients, providing more information to consumers and prescribers with respect to certain drug
substitutions,” and ensuring that realized cost savings are passed on 10 consumers) do not appear
to have changed,*

We believe that AB 1960, if enacted, may have the unintended consequences of limiting
competition, thus increasing the cost of pharmaceuticals and ultimately decreasing the number of
Americans with insurance coverage for phacmacewticals. Specifically, we believe thar AB 1960
may make it more difficult for PBMS 1o generate cost savings (including rebates) and may well
make those cost savings smaller. To the extent thar AB 1960 increascs the cost of
Pharmaceuticals, it may result in an increase in health insurence premivms and reduced
availability of insurance coverage for phanmaceuticals.

Although AB 1960 appears likely 1o discourage drug substitutions that may be aimed only
at increasing PBM profitability, it does so by makiug all substitutions more difficult, time-
consuming, and expensive. Drug substitutions can save money for consumers without placing
their health at risk. As a recent Food and Drug Administration (“FDA") white paper nated, use
of generic drugs can “significantly reduce overal) health care costs” by providing “medicines that
are just as safe and effective ag thajr brand-name counterparts.”® California already requires prior
prescriber approval for therapentic interchange, thus limiting the risk associated with substitution
lo a lower-coat alternative brand namc drug. To the extent AB 1960 makes generic substitution
and therapeuric interchange more difficult, it again has the potential to increase health insurance
premiums and restrict the availability of insurance coverage for phanmaceuticals. Finally, we do
not believe AB 1960 will materially increase the probability that realized cost savings (including
rebates) are passed on 10 consurners.

N Doug cubstitution cncompasses generic substitution and therepeutic interchange (or clinical intzrchauge),
See page 6 infra. Dilferent disclosuxe is requircd, depending on the type of drug substitution at jssus. /1d,

5 This letrer refers 10 the version of AB 1960 voied on favorebly by the Senats on Aupust 24, 2004, and the
Asscrbly on August 25, 2004. We note that the amecndments made to AB 1960 since its inroduction have lessened
the bill’s likely anticomperitive effects. Goncrally, in the spectrum of PBM régulntion, disclosurc-based repalations
such as AB 1960 are likely to raise fowar compctitive concemms than regulation that tmposcs greater restrictions on
PBM comracts, such us mandating faat rebates be retumed o purchiascrs or consumers, of Fequiring that PBMS enlcr
into 4 Gduciary relationship with purchasers,

¢ Food and Drug Administravion, NEW FDA INITIATIVE ON “IMPROVING ACCESS TO GENERIC DRrUGS,™ (June
12, 2003), available at huy: rorww. fda povipc/initistivos/rencrics/w .
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In this letter, we focus on cost transparency, drug substitution, and whether cost savings
are being passed on to consumers. We do not address other provisions in AB 1960.

Interest und Expericnce of the Federal Trade Commission

The Federal Trade Commission (Commigsion) is charged by statute with preventing
unfair methods of competition and unfair or deceptive acts or practices in or 2ffecting
commerce.” Pursuant to this statutory mandate, the Commission seeks to identify business
practices and regulations that impede competition without offering countervailing benefits o
consumcrs. For several decades, the Commission and its staff have investi pated the competitive
effects of restrictions op the buginess practices of health care providers.® The Commission has
brought numerous enforcement actions against entities involved in the pharmaceurical industry,”
and the Commission and its staff have issued reports and studies regarding various aspects of the
pharmaccutical industry. '

The Commission also has extensive recent experience with PBMs. On April 8, 2004,
Commission staff commented on proposed legislation in Rhode Island directly affecting PBMs. "’
Earlier this year, the Commission investigated the competitive implications of a proposed
merger between Caremark and AdvancePCS.'? On June 26, 2003, the Commission and
Department of Justice Antitrust Division (Division) held a half-day of heearings on PBMs, as part
of their Hearings on Iealth Care and Competition Law and Folicy (Health Care Hearings).” The

? Federal Trade Coomission Act, 15 U.S.C. § 45.
¢ See: Federal Trade Conunission, FTC Antitrust Actions in Health Care Services and Pruduces, yvailable at

hutp:fiwww. g govibeicupdare’1024.pdf.
s Jee Federal Trade Commussion, FTC dntlirust Actions Pharmacsutical Services and Products, availuble
at m:[/ww.ﬁc.gny_@cm} 10mxupdate. pdf.

10 See Federal Trade Commission, GENERIC DRUG ENTRY PRIOR 1O PATENT EXPIRATION (July, 2002); David
Reiflen and Michae] R. Ward, GENERIC DRUG INDUSTRY DynaMics, Federal Trade Commission Bureau of

Economics Working Paper No, 248 (Feb. 2002), available at hop:/fwww R povfbe/cconwork. itm; Roy l.evy, THE
PHABMACEUTICAL IRDUSTRY: COMPETITIVE AND ANTITRUST ISSUES IN AN ENVIRONMENT OF CHANGE, Federal Trade

Commission Burean of Econormics Staff Reporr (March 1999), available at
hip:/(wavw fie povircports/pharmacenricald .pdf.

" Lettor from; FTC staff' 10 Patvick C. Lynch, Atomey General and Juzn M. Pichardo, Deputy Senule Majority
Leader, State of Rhode Island and Providence Plantations, April 8, 2004, availeble at .

Hik fie /2004/04/rihills,pdf.
2 Statement of the Federal Trade Commissiog, /a re Caremark Rx. Jnc./AdvancelCS. Pile No., 0310239 (Fcb.
11, 2004) svailable ot bhnilfwrww Be povies/casalist/03 ] 0230/0402) ] ficatwrement03 10239041,
v Health Cure Hearings, Jupe 26, 2003. b!m:{[mﬂ_ﬁg.gug/ugc/hcnlﬂxcareheng’ngs /030626 crans.pdl. See

also mﬂ_/ﬁmumvlomlmmm:em' /0306252 6agenda him. All subsequent raferences to the hearings will

identify a panelise, affilintion, and tanseript page. Affiliations are a5 of the date of the bearing,
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reporl jointly issued by the Commission and the Division on July 23, 2004, addressed the issues
raised by PBMs as well.' Finally, Commission staff currently are conducting a Congressionally
mandzied study on the cost implications of PBM use of mail order pharmacies.””

Description of AB 1960

AB 1960 requires PBMs to disclose the following infonnation to purchasers and
prospective purchasers of PBM services: the aggrepule amount of rebates received for drug
benefits specific to the purchaser or prospective purchaser; aggregate rebates for each therapcutic
class of pharmaceuticals specific to the purchascr or prospective purchaser; nature and amount of
revenue received from pharmaceutical manufacturers and labelers for drug benefits related to the
purchaser or praspective purchaser; administrative fees charged to the purchaser; and
arrangements wilh providers, pharmacists and other entities to encourage formulary compliance
or manage prescription drug benefits.'S AB 1960 also requires PBMs to disclose drug wtilization
information to purchasers (but not prospective purchasers). AB 1960 provides that a PBM need
not make these disclosures unless the purchaser or prospective purchaser agrees (o protect the
confidentiality of any proprietary information.” AB 1960 excludes health plans and health
insurers that provide phaumacy benefit management services to their own emrollces from these
disclosure requirements.

AB 1960 also imposes disclosure requirements 1o prescribers and patients before a PBM
may substitute one medication for another. AB 1960 requires a PBM that is requesting
authorization from a prescriber to substitute 2 medication to disclose a range of information,
including the cost savings (if any) to the purchaser; the difference (if any) in the consumer co-
payment; the existence of any paymonts received by the PBM as a result of the substitution; the
circumstances (if any) under which the existing prescription would be covered; the circumstances
under which health care costs arising from the change in medications will be compensated; and
any known differences in potential effects on health and human safety of the new medication.'®

b Federal Trade Cormmission and Department of Justicc, IMPROVING HEALTH CARE: A DOSE OF COMIETITION
Chaprer 7 (2004), available ac fuyp://wew fie.govireports/henltheurs/040723 haslthcarerpepdl.
18 Federsl Trade Commission, Pharmacy Benefit Munager Conflict of Interest Study Pullic Notice, March 26,

2004, availavle at jitp:/ .fte. gov/0s/2004/03/04032 b pdf,

e AB 1960 §§ 150001, 150002. This information is tv bz provided to the purchuser no Jess frequenily than
quarterly. A PRM is not required to disclosz discounts uysuciated with preseription drugs purclissed for sala and
disgibution dwough the PBM's mail order pharmacy. AB 1960 §§ 150001 (c), 150002 (c).

i AB 1960 § 150003 (b).

w AR 1560 § 150006 (). -California law prohibits the dispensing of a prescciption pharuacentioal without a
valid prescription. Although Califoruia Jaw perenits pharnacies to substtte a genéric equivalent {or a brand name
drug in certain cireumnstances (see CA. BUs. & PKOF'L CODE § 4073) a pharmacy may not dispenge 10 3 patient 2
different drug than the onc preseribed without prescriber approval. Combined with this existing apgroval
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AB 15960 states that this information need not be provided to the health care provider in five
circumstances, including substitution of grueric equivalent of the prescribed medication, "’

AB 1960 also prohibits a PBM from making any drug substitution unlcss certain
information is communicated 1o the consumer, including the identity of the proposed and current
medjcation, the difference (if any)in the consumer co-payment, the circumstances (if any) under
which the existing preseription would be covered, the circumstances under which health care
costs arising from the change in medications will be compensated, and any potential side effects
of the new medication.® AB 1960 provides no circumstances where PBM:s are not required to
make conswmer disclosures when there is 2 drug substitution. Thus, we interpret AB 1960 to
require that this information be disclosed to consumers even when a bio-equivalent generic drug
is substituted for a brand-name drug. The bill also requires a PBM to monitor the health effects
on patients of medication substitutions requested by the PBM, and report the results of this
manitoring on a quarterly basis to the PBM’s Pharmacy and Therapeutics Committes. 2!

AB 1960 states that the PBM should reverse any drug substitution upon written or oral
instructions from a prescriber or consumer, unless the prescribed drug is no longer on the
purchaser’s formulary or the consumer is unwilling o pay any higher applicable co-payment
associated with the prescribed drug. 22

Finally, AB 1960 requires PBM contracts to address a number of issues, including the
amount of revenucs, rebates and discounts identiffed previously that will be passed on to the
purchaser, any administrative fees charged by the PBM, and the conditions under which an audit
of the contract for PBM services may be conducted.?

Backgroand on PBMs

There are approximately 60 PBMs operating in the United States today. There are three
large independent, full-service PBMs with national scope: Medco, Express Scripts, and
Caremark. Some large insurers manage pharmacy benefits intemally. A few PBMs are owned
by large retail supermarket/pharmacy chains. In addition, there are many smaller privately held

requirement, § 150006 (o) has the cifcct of requiring disclosures W prescribers whenever 2 PBM waaty to effect
therapeutic intcrchange, )

" AB 1960 § 150006 (b)(1).
w0 AB 1960 § 150006 (d).

u AB 1960 § 150007,

2 AR 1960 § 150006 (e).

n AB 1960 § 150004,
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PBMs. The relative size and ranking of these companies varies according to the measure used,
The three large national PBMs are the major players in many markets, but anywhere from one-
third to one-half of the market is made up of the other PBMs listed above. In our most recent
antitrust investigation in the PBM industry, we found the competition between PBMs for
contracts with plan sponsors 1o be “vigorous,”?*

PBMSs manage the pharmacy benefits of group health plen sponsors. At the Health Care
Hearings, one panelist estimated that ninety-five percent of patients with prescription drug
insurance coverage reccive their benefits through 2 PBM.% A PBM's contract with group health
plan sponsurs specifies the amount that plan sponsors will pay per preseription of each drup, and
the charges for the varicty of PBM services that plan sponsors may utilize.

Ouc important too] used by PBMs to manage pharmacy benefits is the formulary, which
is 2 list of PBM-approved drugs for (reating various disesses and conditions. PBMSs use the
formulary 1o guide drug substitution (both generic substitution and therapeutic interchange) in an
effort to reduce costs. Generic substitution is the dispensing of a bio-equivalent generic drug
product that contains the same active ingredient(s) as the brand-name drug and is, among other
things, chemically identical in strength, concentration, dosage form, aad route of administration
as the substituted brand-name product. Generally, generic substitution is allowed without prior
prescriber authorization.?® Therapeutic imerchange involves substitution of » therapeutically
equivalent, but pharmacologically distinct, drug produci for the drug product referred to on the
consumer’s prescription (e.g., two brand-name drug products that treat the same ailment). As
noted supra, Califormia requires prior prescriber suthorjzation before a phurmacist s allowed 1o
interchange onc brand-name drug for another. Therapeutic interchange allows 1 PBM to
encourage implementation of its formulary, by steering utilization toward or away from a
particular pharmaceutical. '

Because the formulary aflects the mix of drugs used by enrollees in a plan, its design can
significantly affect the cost to the plan sponsor. Because generic drugs arc substantially less
expensive than their brand-nane counterparts, generic substitution lowers prescription drug
costs. Further, preferential placement on a formulary, accompanied with reduced co-payments,
can cause a drug product to obtain higher market share within a drug plan. Accordiagly,

u Conunission Statcmucnt, supra note 12.

= John Richacdson, ‘The Heahh Swartepies Consultancy, Health Caxe Hearings, supre note 13, at 8.

“ Inderd, nearly all statc pharmacy assistance programs require generic substitution. See The Commonwexlth
Fund, Swie Pharmacy Assistance Programs Provide Lessons for Reduciag Costs and Improving Paticnt Safely (Feb.
12, 2004), available at hup-/fwonw.cmvwf or /newiraom/newsroom_sho ¢_id=223655. Funther, some states
require phannacists 1o eake generic substitations unless the consumer objects or the prescuption specifically states
“dispense a5 written.” See, e.g., MINN. STAT. Chapres 151.21 (2003).
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competition betweea pharmaceutical companies for preferred placement on the formulary can
lead to Jower drug prices.

PBMs also enter into contracts with pharmaceutical manufacturers.?’ The contract often
provides that the pharmaceutical manufacturer will pay a rebate, based on some combination of a
percentage of a refcrence price, achieving certain specified sales or market shars tarpets, and
preferred placement of certain drug products on the PBM’s formulary. These rebates are ejther
paid to the group health plan sponsor, retained by the PBM, or shared between themn depending
on the specifics of the contract between these parties.®? '

(3roup health plan sponsors generally procure PBM services through a bidding process.
They typically issuc requests for proposals to several PBMs and then evaluate the proposals
based on costs and the package of services offered by each bidder. Plan sponsors or their
consultants conduct these bidding processcs, which may go through multiple iterations.

PBMs compete on price and non-price dimensions. One sucvey of plan sponsors using
PBM services showed that the financial terms of the bid (such as the reimbursement rate and
dispensing fee paid to phamacies, the rebates paid to plan sponsors based on formulury drugs
utilized, mail order pricing, and sdministrative fees) often were the-key determinunts in the
sclection of the winning bid.?® This study also found that plan sponsors werc concerned about
non-price dimensions of service, such as plan design, the extent of the retail network, and mail
order components. These terms and features are balanced against each other and the particular
mix of terms and featurcs is driven by the needs of the plan sponsor. For example, at the Health
Care Hearings, panclists stated (hat gome health plan sponsors want to maximize generic
substitution, whereas others want to maximize rebates from manufacturers.>® Panelists also

z PBMs also enter into contuucts with retuil pharmacies to creute & remil getwork. The contrct gonerally

specifiey the amount the PBM will ceimbucye the pharmucy for dispenging a preseribed pharmeceutics!, expressed s
2 discount from a refcrence price plus 2 dispensing fee. Becouse AB 1960 does not target (he relstionship betweern
PRMs sud retail pharmacies, such issues ace ot discussed in this lelter. An extensive discussion of thess jssues iy
fouad in the Letter from FTC seaff to Patrick C. Lynch, Attorney General and Juan M. Picharde, Deputy Senaie
Majority Leader, State of Rhode Island and Providence Plantations, supra note 11.

- John Richardson, Health Su-ah:gies Consultancy, Health Carc Heurings, supra notc 13, at 23.24 (PBMs
“cm_-u he paid through administrutive fces, share of rebatce, or some combinution.”); Thomss M. Boudreau, Express
Seripts, Health Care Hearings, supra note 13, at 124,

» ) See Health Care Financing Admiaistration, Swdy of Phugmaceutica] Beaeht Management, June 2001,
available ar hupzllm-w.cm.govltesearchets/tepomlzoo L/ems.pdf.

» . 'l‘hom.-fs M. Boudrcau, Express Scripts, Healts Care Heatings, supro note 13, at 65; Anthony Barrucr,
Kaiser Foundation Heatth Plan, Iac., Health Carc Hearings, supra notc 13, at 108.
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noted that some plan sponsors waat 1o receive all rebates from manufacturers, while others allow
the PBM to retain the rebates — and many plan sponsors fall somewhere in-berween.”*

The General Accounting Office released a study in January 2003 that examined the ‘
effects of PBMs on the Federal Employees Health Benefits Program, enrollees, and pharmucies.”?
The report considered the prescription benetits programs offered within three health plans
available to federal government employees. The study compared prices that three types of
customers paid for 14 brand name drugs and 4 generic drugs: (1) cash-paying customers, who
buy at retail pharmacies; (2) health plan sponsors and their enrollees, who buy at retail
phanmacies; and (3) health plan sponsors and their enrollees, who buy from a PBM's mail order
facility. The study found that the lowest average prices for 30-day supplies were obtained when
the drug was purchased through the PBM's mail order pharmacy, and that cash-paying customers
al rétail pharmacies paid the highest prices.™

Likely Effects of AB 1960

Onc of the primary goals of AB 1960 is to provide purchascrs of PBM services with

n John Richardson, The Health Strategies Consultancy, Health Care Hearings, supra uote 13, at 18 (“A lot of
FBMs dow't rewin any of the rebates; others retain a portion in addition to whatever pereent of the revenue they will
kecp as their administrarive fees. So again, that’s going to differ in ach aragement that is out there."); John

- Dicken, Geaeral Accounting Office, Health Gare Hearings, supra note 13, at 40 (“of those contructs - nor all, bue
same -~ would have the PBMs retuining some portion of those rebates t cover their administrative services,™);
Thoras M. Boudeeau, Express Seripts, Haaltls Care Hearings, supra note 13, at 58-59.

» See General Accounting Office, Effects of Using Pharmacy Bencfit Managers on Healdh Plans, Enrollecy,
and Pharmacies, available at btwp:/fwww, pap gov/eei-bin/petrpt?GAQ-03-196. Scc also Sara Risher Ellisoq and
Christophee M. Snyder, Cauntervailing Power in Wholesole Pharmaceuticuls, MIT Workiag Paper 01-27 July 2001,
available ar htip://papers.ssro.comvsol3/pupers.cim?abstract_id=277290. (“buysrs of wholcals drugs that can use
restrictive formularies obtain substagrially lower prices than buyers without this ability,”)

i Similar cost savings for PBM clients have been reported in unother stady. Sce Cindy Parks Thoras et al.,
Impucs of Health #lan Design And Management On Refirees *Prescription Drug Use And Spending, 2001, Health
Affairs Web Exclusive W2-408, December 4, 2002, availsble at

brns/feontent healthafFaire org/cai/repring/hlthaff w2 408v1,

We note the filing of 4 lawsuit alleging that (e largest PBMs have violated Californin stats law by receiving

rebates from pharmaccutical manufactusers thar did not benefit cnmployers auvd/or consumers but instead increascd
PBM profits and overall health care costs. See First Amended Representative Action snd Complaint for Violatiun of
tha Unfair Comperition Law, ARSCME v. AdvancePCS, er al., Superioc Court of the State of Californis, case No.
BC292227 (Apr. 4, 2003) 3t 1 4. We also note that the Unjted Stuley, dlong with 20 states (including California),
recently annownced a setilernent of claims for injunctive relief and state unfajr trade practices sgaingt Medco Health
Solurions, Tuc., ynd that New York recently filed a lawnuit apuinst Express Scripty alleging vacious forms of
misconduct relating (o plarmaceutical pricing pracrices,
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detailed information about the cost structure of the PBMs with whom they do business.™* In the
overwhelming majority of markets, however, consumers have limited or o information about
the cost structure of those with whom they do business. More importantly, in general, consumers
do not need such information to make efficient purchasing decisions. Instead, consumers make
purchasing decisions based on the price aud value of goods and services, without regard to a
vendor’s costs of production. AB 1960 thus holds PBMs 1o a standard that does not apply to
other industries.

AB 1960 also requires PBM:s to disclose certsin financial information to purchasers,
prospective purchasers, and prescribers. Al 1960 specifics tiat rebate information may be
provided in a2 somewhat aggregated form to purchasers and prospectiva purchasers and does not
have to be provided unless purchasers and prospective purchasers ngree 10 keep the information
confidential. No such confidentiality restrictions apply to the disclosure of information to
prescribers. Thus, financial information disclosed by PBMs to proscribers may become public,
and a knowledgeable pharmaceutical manufacturer might well be able to use this information 1o
calculate the rebate a competitor was offering. If pharmaceutical manufacturers learn the exact
amouwnt of the rebatcs offered by their competitors (either because the safeguards on subsequent
disclosure by purchasers and prospective purchasers are insufficieat or because the mandated
disclosure to prescribers provides sufficient information for pharmaceutical manufacturers to
calculate these amounts) then tzcit collusion among manufacturers is more feasible.
Coansequently, the required disclosures may lead to higher prices for PBM services and
pharmaceuticals. .

Inclusion in a PBM formulary offers pliarmaceutical manufcturers the prospect of
substantially increased gales opportunities, Whenever PBMs have a credible threat to exclude
pharmaceutical manufucturers from their formulary, manufacturers have a powerful incentive to
bid aggressively. Willingness to bid aggressively, however, is affected by the degree of
transparency with respect to the terms that phanmaceutical companies offer PRMs. Whenever
competitors know the actual 3];aricas charged by other firms, tacit collusion — and thus higher
prices — may be more likely.* It is for this reason that California law requires the state 10 use
sealed bids to procure desired goods and services whose value exceeds $25,000,%¢

H Although it may seemn that cebates are revenues seceived by the PBMs from manufkcturers, thoy ase
frequently booleed ag reductions in the cost of salas.

» See, e.g., Svend Alback ef al., Government Assisted Oligopoly Coordinarion? A Concrete Cuse, 45 J.
INDUS. ECON. 429 (1997).

n See himp://www.nd dg5, ca. povise]Rstare/defaule.hem,
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When group healtl plan sponsors cantract with PBMs, they know the price of the
services they are obtaining, AB 1960 is premised on the belief that greater transparency with
regard (o the PBM's costs, which are affected by the rebates they are able to secure, will allow
group health plan sponsors to ensure they are “getting the best deal.” Fror the purchaser’s
perspective, there is no functional difference between 2 higher list price coupled with a rebate
and a lower list price. We also note that some health plan sponsors are large, sophisticated,
repeat-purchasers of bealth care services, and many use a bidding process to decide which PBM
they will conwract with. It is possibie thar AR 1960 may provide some additional information to
these plan sponsors about the revenue streams obtained by PBMS, but it does not neccssarily
follow that this would make the PBMs compete more aggressively to do business with this plan
spensor. Indecd, 1o the extent A3 1960 makes tacit collusion more likely, these plan sponsors
may end up with “worse™ contractual terms.

AB 1960 may also fnadvenently increase health care costs in another manner. As noted
previously, AB 1960 excludes health plans and health insurers that provide pharmacy benefit
management services to their own enrollees from the disclosure requirements. To the extent the
disclosures mandated by AB 1960 chill the willingness of pharmaceutical manufacturers to offer
substantial rebates to non-integrated PEMs, or otherwise jncrease non-integrated PBMs’ costs,
AB 1960 ultimately will increase health plans’ and health insurers® costs of administering
pharmacy benefits through non-integrated PBMs. In this way, AB 1960 will eacourage health
plans and health insurers to bring “in-house” the management of phatmacy benefits. To the
extent that AB 1960 causes firms that would prefer to tum to the market for PBM services to
instead provide such services intemally, AB 1960 will induce inefficiency and may well increasc
the cost of PBM services. As before, increases in the cost of PBM services may well lead to
increases in health insurance premiums and reductions in the availability of insurance coverage
for phatmaceuticals.
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There do not appear to be any significant barriers to negotiation between health plan
sponsors and PBMs ovey all the terms of their agreement, including how PBMs are to be paid for
their services and the disposition of any rebates.”” At the Health Carc Hearings, one papelist
suggested that many health plan sponsars have decided to allow PBMs to keep rebates in
exchange for lower administrative fees®® We are informed that one major PBM voluntarily
discloses extensive information tegarding rebates and administrative fees.?? Press rcpotts
indicate that some PBMs have made formal promises to inform their customers about all rebates
they receive from drug manufacturers, and a coalition of major employers are altempting to
bypass PBMs entirely, and negotiate with pharmaceutical manufacturers directly,"

As these developments indicate, vigorous competition in the marketplace for PBMs is
more likely to arrive at an economically efficient level of transparency than regulation of those
terms. Just as competitive forces encourage PBMs to offer their best price and service
combinations to health plan sponsors in order to gain access to subscribers, competition also
encourages disclosure of the information group health plan sponsors require to decide whick
PBM to contract with, including but not limited to the magnitude of any rebates the PBMs might
receive, the circumstances under which those rebates will be paid, and how those rebates will be
shared between PBMs and group health plan sponsors.

One of the central premises of AB 1960 is that information regarding a PBM’s rebates
from drug malers is relevant to a purchaser’s decision-making process. However, if AB 1960
WeTe 10 pass, mswrers with integrated PBM services would not face the same disclosure
requirements as independent (non-integrated) PBMs. In general, better infonned purchascrs are
able to make better decisions, but more information is not necessarily better. For example, when
only a subset of competitors are required to disclose certain financial information, purchasers
may not be able to discern the true price of a service and may mistakenly choose a higher-priced
option.”! The different types of information potentjal purchasers would receive from integrated

i _ . See Jack Calfee, American Entarprisc Instigte, Health Caze Hearings, supra note 13, at 99; Duvid RBalto,
White & Case, Health Care Hearingy, fupra notc 13, 8t 99.

* See Anthony Barrueta, Kaiser Foundatiog Health Plan, Inc., FTealth Cure Eleatingy, supra nots 13, at 105,

» See Thomas M. Boucdreaw, Express Scripts, Health Care Hearings, supra note 13, at 103, See also
hytp:/fwww.cxpress-se Iess-seapty.com/clicat/business_principles btm.

« See Milt Freudenheim, Big Emplayers Joint Forces in Effort to Negotiate Lower Drug Prices, N.Y. TiMzs,
;1:33 12, 2004; Milt Freudenheim, Critics Anack Secret Deals By Middlemen to Buy Drugs, N.Y. TIMES, Dec. 20,

“ A recent Commission stufT repost yiudied the impact of previding more detailed informatioa to bogowers

when a1 martgape was obtainad Huough v broker then when it was obtained threugh a direct lender, The study found
that borrowers more frequently selected higher cost loans when given the choice between loans accompanied with
mote dotailed information and loans without such information than when choosing hetween loans with the same
buseline information, These regults arc consistent with the hypothesis that the additional information impaired
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and non-integraled suppliers of PBM services is the type of asymmetry that could lead less-
sophisticated purchasers mistakenly to choose higher cost services. Similarly, the mandated
disclosure of information to prescibers and consumers prior to a drug substitution (and the
absence of such disclosure if no such substitution is contemplated) may have (he offect of
misleading prescribers and consumers about the costs and benefits of continuing  currently
prescribed drug compared to the proposed substitute,

AB 1960 ajso has a number of provisions that are likely to raise the costs of drug
substitution. As noted previously, PBMs frequently use drug substitution 1o reduce costs and
promote competition between branded drug makers. fostead of distinguishing between
appropriatc and inappropriate drug substitution and targeting the latter, AB 1960 imposcs modest
procedural barriers to drug substitution for a gencric equivalent (by requiring disclosure to
consumers and follow-up health mouitoring) and substantial procedural barriers to drug
substitution for a therapeutic equivalent (by requiring disclosure to consumers and prescribers,
and follow-up health monitoring). These procedurul barriers are likely to discourage both
generic substitution and clinical interchange. To the extent AB 1960 makes safe and cost-
reducing drug substitutions less probable, it is likely 10 increase 1he cost of pharmacenticals,
which in tum is Iikely to increase health insurance premiums and reduce the availability of
insurance coverage for pharmaceuticals. Our concerns about AB 1960’5 impact on consumers
and competition are far greatec to the extent it has 2 material effect on the frequency of gencric
substitution.

As noted previously, generic substitution is encouraged by the FDA and widely
recognized as safc, and California already requires prescriber approval for therapeutic
interchange. As such, the disclosures mandated by AB 1960 are likely to prove anhelpfud to
most prescribers and consumers. More broadly, because current safeguards appear sufficient to
protect consumers, AB 1960 is likely to increase costs to consumers without providing any
countervailing benefits. .

To the extent AB 1960 increases prices for pharmaccutical and health insurance and
restricts the availability of insurance coverage for pharma ceuticals, the result is likely to be an
increase in the number of Americans who do without pharmaceuticals and/or health insurance.
As an article in Health Affuirs last year noted, “when costs are high, people who cannot afford
something find substitutes or do without, The higher the cost of health insurance, the more

consmers! sbility to discem the Jow cost provider. James M. Lacko & Japis K. Pappalardo, THE ¥ITECT OF
MORTGAGE BROKER COMPENSATION DISCLOSURES ON CONSUMERS AND COMPETITION: A CONTRQLLED
EXPEKIMENT, at 8.9, Federal Trade Comnission Burenu of Economics Staff Report, available at

hup:lwww.fic.rovios/2004/0 1030123 morteagefiylbrypdf (Feb. 2004).
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people are wninsured. The higher the cost of ph:umacéuticals, the more pevple skip doses or do
not fill their prescriptions.™?

Conclusion

. AB 1960 is more likely to undermine competition than promote it AB 1960’s mandated
disclosure of information may increase the cost of pharmaceuticals and health insurance
premiums by attepuating competition between pharmaceutical tompanies and by raising the cost
of genetic substitution ang clinjcal inlerchange. Aay such cost increases are likely to undermine
the ability of some consumers to obtain the phatmaceuticals and health jnsurance they need at a
price they cau afford. Any additiopal amendments to AB 1960 that have the effect of broadening
and strengrhening its provisions would be even mors problematic from & competitive
perspective,

“@ Williao: Sage, David A. Hyman & Wamen Greenburp, Why Cumpstition Law Matters to Fealth Cure
Qualisy, 22 HEAITULAFPAIRS 31, 35 (March/April 2003), Although estimstes of the clasticity of demund for heulth
insurance coverage vary, the empirical evidence is clear that higher costs result in less coverage. See David M.
Quiler, HEALTH CARE AND THE PUBLIC Secror, NBER Working Paper WBB02, Table §

hnp:flpapety pber.orp/papers/WRB02,
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Respectfully subrmitted,

e e

Susan A. Creighton, Director
Bureau of Competition

Luke M. Proeb, Director ,
Burean of Economics
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aureen K. Ohlhausen, Acting Director
Office of Policy Planning

David A. Hyman
Special Couasel



