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JURISDICTIONAL STATEMENT 
 

The Attorney General of Maine appeals from interlocutory orders of the 

district court (Woodcock, J.) entered on December 21, 2007 (Order on Plaintiffs‟ 

Motion for Preliminary Injunction), January 2, 2008 (Amended Order on 

Plaintiffs‟ Motion for Preliminary Injunction), and February 15, 2008 (Order on 

Motion to Amend Judgment).  The lower court granted preliminary injunctive 

relief to plaintiffs in their action challenging the constitutionality of certain aspects 

of L.D. 4, An Act to Amend the Prescription Privacy Law (the “Act” or the 

“Prescription Privacy Law”).  IMS Health, Inc. v. Rowe, 532 F. Supp. 2d 153, 157 

(D. Me. 2008).
1
  The Act prohibits the sale or use of prescription drug data for 

marketing purposes when the prescriber has elected to keep that data from being 

used in that fashion. 

Jurisdiction in the district court is pursuant to 28 U.S.C. §§ 1331 and 1343.  

Jurisdiction on appeal is pursuant to 28 U.S.C. § 1292(a)(1).  Notice of Appeal was 

timely filed by the Attorney General on February 25, 2008. 

STATEMENT OF ISSUES PRESENTED 

1. Whether the district court erred in holding that plaintiffs are likely to 

succeed on the merits of their claim that the Act violates the First Amendment. 

                                                 
1
  The Attorney General of Maine is now Janet T. Mills.  The Addendum to this 

Brief, at A93-A98, contains the Act in its entirety.  It also contains the three 

interlocutory orders that are being appealed. 
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2. Whether plaintiffs failed to demonstrate a reasonable likelihood of 

success on the merits of their claim that the Act is constitutionally void for 

vagueness and is overbroad. 

3. Whether plaintiffs failed to demonstrate a reasonable likelihood of 

success on merits of their claim that the Act violates the dormant Commerce 

Clause. 

4. Whether the district court erred in ruling that plaintiffs will suffer 

irreparable harm without a preliminary injunction, and that the “balance of 

equities” and “public interest” prongs of the preliminary injunction test weigh in 

favor of granting preliminary injunctive relief. 

STATEMENT OF THE CASE 

In June 2007, after devoting substantial time to investigating the relationship 

between health care costs, prescription drug marketing, and the safety of Maine 

people, the Maine Legislature enacted the Prescription Privacy Law.  The Act 

enables prescribers to opt out of the sale or use of their prescribing practices for 

marketing purposes.  The Legislature‟s expressly stated purposes in enacting this 

bill were (A) to limit annual increases in the cost of health care, (B) to improve the 

public health, and (C) to protect the privacy of patients and prescribers in Maine‟s 

health care system. 
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The Act‟s key provision states that: 

Beginning January 1, 2008, a carrier, pharmacy, or prescription drug 

information intermediary may not license, use, sell, transfer or 

exchange for value, for any marketing purpose, prescription drug 

information that identifies a prescriber who has filed for 

confidentiality protection. 

 

22 M.R.S. § 1711-E(2-A).  Thus, the Act prohibits the sale or use of prescription 

drug data for marketing purposes when the prescriber has elected to keep that 

information from being used for those purposes.  The Act does not restrict the sale 

or use of this data for non-marketing purposes, such as health care research. 

Maine is one of three states (along with New Hampshire and Vermont) that 

recently have enacted laws regulating the use of prescription drug data when used 

for certain marketing or commercial purposes.  Only the Maine law features the 

“opt-out” provision.
2
  New Hampshire‟s law is a straight prohibition on the sale or 

use of such data for commercial purposes, whereas Vermont‟s statute has an “opt-

in” feature (more restrictive than Maine‟s law in that the default in Vermont is a 

prohibition on the sale or use) and also imposes disclosure requirements on a drug 

company‟s sales representatives.
3
  These three states have determined that this data 

                                                 
2
  The Maine Act imposes only a civil penalty for intentional violations, whereas 

New Hampshire‟s law provides for potential criminal penalties. 
3
  Vermont‟s law prohibits pharmacies and other “covered entities” (a defined term 

that does not include so-called “data miners” such as plaintiffs) from selling or 

using prescriber-identifiable data for marketing or promoting prescription drugs 

unless the prescriber consents.  18 V.S.A. § 4631(d).  The law also prohibits drug 
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is being used by the pharmaceutical industry to induce physicians to prescribe 

expensive, brand-name drugs in place of equally effective, but less costly, generic 

drugs. 

IMS Health, Inc. (“IMS”), Verispan, LLC (“Verispan”), and Source 

Healthcare Analytics, Inc., which are in the business of harvesting, refining, and 

selling prescriber-identifiable data to the pharmaceutical industry, commenced this 

action in the United States District Court for the District of Maine on August 29, 

2007.  Plaintiffs asked the lower court to preliminarily enjoin enforcement of 

certain provisions of the Act on the basis that they violate the First Amendment, 

the dormant Commerce Clause, and the Due Process Clause of the United States 

Constitution. 

The lower court granted the motion for preliminary injunction on December 

21, 2007, then amended its injunction sua sponte on January 2, 2008, to make a 

few minor changes.  Rowe, 532 F. Supp. 2d at 157 n.1 & 183.  In preliminarily 

ruling that plaintiffs had shown a reasonable likelihood of success on the merits of 

their First Amendment claim, the lower court closely tracked the reasoning of the 

New Hampshire district court in IMS Health, Inc. v. Ayotte, 490 F. Supp. 2d 163 

(D.N.H. 2007), rev’d, 550 F.3d 42 (1
st
 Cir. 2008), cert. denied, 129 S. Ct. 2864 

(June 29, 2009).  The lower court also held that plaintiffs had shown irreparable 

                                                                                                                                                             

manufacturers and drug marketers from using prescriber-identifiable data for 

marketing prescription drugs unless the prescriber consents.  Id. 
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harm and that the balance of equities supported a preliminary injunction.  Rowe, 

532 F. Supp. 2d at 181-182.  The trial court did not reach plaintiffs‟ other legal 

theories, although Judge Woodcock did tell the parties at the start of the hearing in 

November 2007 that he “was not particularly impressed with either the vagueness 

or overbreadth or commerce clause contentions.”  (Transcript of Proceedings on 

Motion for Preliminary Injunction (“Tr.”) at 7). 

On December 28, 2007, the Attorney General filed a motion to amend the 

preliminary injunction to allow State of Maine agencies to engage in the non-

enforcement activities provided for by the Act.  (Docket Item 72).  The district 

court granted the motion.  IMS Health, Inc. v. Rowe, 532 F. Supp. 2d 183 (D. Me. 

2008).  Notice of Appeal was timely filed.  (Docket Item 82). 

The Attorney General‟s appeal was stayed by this Court pending the final 

disposition of plaintiffs‟ challenge to the New Hampshire law that prohibits the 

sale or use of prescription drug data for certain commercial purposes.  On 

November 18, 2008, this Court reversed the lower court in Ayotte and held in New 

Hampshire‟s favor.  This Court held that (A) the New Hampshire law principally 

regulated conduct, not speech, and (B) even assuming the law did implicate the 

First Amendment, it satisfied the Supreme Court‟s test for regulation of 

commercial speech.  Ayotte, 550 F.3d at 45, 54-60.  This Court also rejected 

plaintiffs‟ other constitutional challenges to New Hampshire‟s law, ruling that it 

was not void-for-vagueness or overbroad and did not violate the dormant 
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Commerce Clause.  The Supreme Court denied plaintiffs‟ petition for a writ of 

certiorari on June 29, 2009.  Id., 129 S. Ct. 2864.  With the Ayotte litigation 

completed, the Attorney General of Maine presses her appeal of the preliminary 

injunction entered by the lower court. 

STATEMENT OF FACTS 

A lucrative market has developed in the last 15 years involving the sale of 

bulk data that identify the prescribing practices of health care practitioners 

(“prescriber-identifiable data”).  (Joint Appendix  (“App.”) 402-405).  Ayotte, 550 

F.3d at 45-46;  Rowe, 532 F. Supp. 2d at 158.  Data mining companies such as 

plaintiffs are willing to pay pharmacies and others large sums of money to acquire 

this data.  (App. 274-276, 283-285).  Rowe, 532 F. Supp. 2d at 158.  These data 

mining companies then refine the data and combine it with data they obtain from 

other sources, including the American Medical Association (“AMA”), and sell or 

license this aggregated data primarily to drug manufacturers.  (App. 274-276, 283-

285, 407).  Rowe, 532 F. Supp. 2d at 158. 

The drug companies use this data to target prescribers for their marketing, 

typically without the prescriber even knowing the drug company has this 

information.   Rowe, 532 F. Supp. 2d at 159-160.  (App. 409-410).  According to 

former Pfizer and Eli Lilly drug company sales representative James Reidy, this 
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data is “our greatest tool in planning our approach to manipulating doctors.”  (App. 

642-643). 

The data mining industry 

Prescriptions are written for approximately 8,000 different drugs in the 

United States.  Ayotte, 490 F. Supp. 2d at 165.  Approximately 1.4 million licensed 

practitioners are authorized to write prescriptions in the United States.  Id.  

Generally, patients get their prescriptions filled at retail pharmacies and provide 

personal information to the pharmacies as part of that process.  (App. 283-284).  

Retail pharmacies thereby acquire prescriber-identifiable data in the regular course 

of their business of filling prescriptions. 

Without the consent or knowledge of prescribers or patients, pharmacies 

then sell prescriber-identifiable data to plaintiffs for a hefty fee.  Id.  (App. 407, 

819-820, 834-835).  The data sold by pharmacies to plaintiffs include the drug 

name, the form, strength, and dosage of the drug, the quantity dispensed, a patient 

identifier (gender and year of birth, though the patient‟s name is encrypted), and 

the name and address of the prescriber.  (App. 283-284).  Rowe, 532 F. Supp. 2d at 

158.  This is data the pharmacies have obtained from health care professionals 

directly or from patients when their prescriptions are filled.  (App. 283-284).  

Rowe, 532 F. Supp. 2d at 158. 
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Data mining companies combine the data they obtain from pharmacies (and 

other suppliers) with data they have collected from other sources, including the 

AMA‟s “Physician Masterfile.”  Ayotte, 490 F. Supp. 2d at 165.  The AMA‟s 

Masterfile contains substantial amounts of personal information about the roughly 

850,000 physicians in the United States.  Id.   Without the consent of these 

physicians, the AMA provides this data to plaintiffs in exchange for more than $40 

million annually.  (App. 633, 646). 

This detailed prescriber-identifiable data would thus show hypothetically, 

for example, that Dr. Janet Johnson of Bar Harbor, Maine, prescribed Lipitor to 

Patient #1234, a 52 year-old man who lives in downeast Maine, and who had the 

prescription filled on June 30, 2008, at the Rite-Aid in Ellsworth, Maine.  (Tr. 221-

222).  Data mining companies can track how often Dr. Johnson prescribed Lipitor 

and how often she prescribed other cholesterol-reducing drugs.  Plaintiffs are also 

able to track all drugs that have been dispensed to a particular (name-encrypted) 

person (such as Patient #1234), and identify all the doctors who wrote prescriptions 

for Patient # 1234.  The diagnoses of patients can often be inferred.  (Tr. 19). 

Plaintiffs then sell or license this combined data primarily to drug 

manufacturers, again without the prescribers‟ or the patients‟ consent, for 

enormous sums of money.  (App. 407, 692-694).  Rowe, 532 F. Supp. 2d at 158.  

The drug companies use the data to target prescribers for their marketing.  Rowe, 



 9 

532 F. Supp. 2d at 158.   Plaintiffs contractually bar the drug companies from 

further disclosing this data to anyone else– even to the prescribers.  (Tr. 53-55).  

IMS Health, Inc. v. Sorrell, 2009 U.S. Dist. LEXIS 35594, at * 39 n.15 (D. Vt. 

Apr. 23, 2009).
4
 

Many prescribers are neither informed nor aware that pharmacies are selling 

their work product for substantial sums.  See Rowe, 532 F. Supp. 2d at 161-162.  

(App. 402-405, 409-411).  A survey by the Kaiser Family Foundation in 2001 

found that nearly 75% of physicians who were polled disapproved of this practice.  

(National Survey of Physicians Part II:  Doctors and Prescription Drugs. Kaiser 

Family Foundation, available at http://www.kff.org/rxdrugs/upload/Highlights-

and-Chartpack.pdf).  A poll commissioned by the AMA in 2004 found that two-

thirds of the doctors surveyed objected to the release of such data to drug company 

representatives.  (App. 410).  In short, many prescribers find the practice of 

marketing using their prescribing information as intrusive and unhelpful. 

The drug industry’s vast marketing machine 

Drug companies spend billions of dollars annually marketing their drugs to 

doctors, in part using prescribers‟ individualized data.  Rowe, 532 F. Supp. 2d at 59 

($4 billion in direct-to-physician marketing); Sorrell, 2009 U.S. Dist. LEXIS 

35594, at *5.  The marketing directed at prescribers includes one-on-one sales 

                                                 
4
  IMS Health and the other plaintiffs have appealed the Vermont decision. 

http://www.kff.org/rxdrugs/upload/Highlights-and-Chartpack.pdf
http://www.kff.org/rxdrugs/upload/Highlights-and-Chartpack.pdf
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pitches by sale representatives,
5
 providing gifts and free samples, presenting and 

sponsoring physician meetings and events, and advertising in medical journals.  

Ayotte, 490 F. Supp. 2d at 167-69; Sorrell, 2009 U.S. Dist. LEXIS 35594, at *5-6; 

Puneet Manchanda & Elisabeth Honka, The Effects and Role of Direct-to-

Physician Marketing in the Pharmaceutical Industry:  An Integrative Review, 5 

Yale J. Health Pol., L. & Ethics 785, 785-786 (2005) (“Manchanda & Honka”).
6
 

Drug companies use drug samples, gifts, free meals and entertainment, and 

other inducements both to overcome prescribers‟ reluctance to meet with detailers 

and to persuade them to prescribe their drugs.  (App. 697, 784-787, 845-846).  

Rowe, 532 F. Supp. 2d at 160-161.  Free samples alone are an important tool to 

promote sales by familiarizing prescribers with a company‟s drugs and increasing 

the likelihood that patients will continue on that drug after the samples are 

exhausted.  (Tr. 61, 281-282; App. 844-847).  Sorrell, 2009 U.S. Dist. LEXIS 

35594, at * 5 n.2. 

These inducements make prescribers more receptive to detailers‟ sales 

pitches.  (App. 623-630, 784-787).  Sorrell, 2009 U.S. Dist. LEXIS 35594, at *35.  

As this Court noted recently in Ayotte: 

                                                 
5
  The activity of drug company sales representatives visiting prescribers and their 

offices is referred to as “detailing.”  Sales representatives are sometimes called 

“detailers.”  The Attorney General will refer to them as “sales reps” or “detailers.” 
6
  This Court in Ayotte relied upon the Manchanda and Honka article.  Ayotte, 550 

F.3d at 56; see also id. at 71-72 (Lipez, J., concurring in part and dissenting in 

part). 
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pharmaceutical companies use detailing to promote the sale of 

brand-name drugs, and those drugs cost significantly more than 

their generic counterparts. 
 
 Detailing works:  that it succeeds in 

inducing physicians to prescribe larger quantities of brand-

name drugs seems clear (even if the exact magnitude of that 

effect is not). 

 

Ayotte, 550 F.3d at 56 (footnote omitted).  See also id. at 89 (Lipez, J., concurring 

in part and dissenting in part); Manchanda & Honka at 809. 

Uses of prescriber-identifiable data in detailing 

The practice of buying prescription records from pharmacies has allowed 

detailers to pinpoint the prescribing practices of individual physicians, enabling the 

drug companies to better target their marketing efforts.  Ayotte, 490 F. Supp. 2d at 

170.  Visits by detailers can be specifically tailored to reinforce the prescriber‟s 

preference for the manufacturer‟s product or to influence a switch from another 

drug to that company‟s drug.  Drug companies also use prescriber-identifiable data 

to tailor their marketing messages to the individual practitioners and to reward 

those prescribers who respond.  Id.  Finally, drug companies use prescriber-

identifiable data to measure the effectiveness of their customized marketing tactics 

– including for purposes of determining the compensation and bonuses of detailers.  

Id. at 171. 

Detrimental aspects of detailing 

Drug detailing can be detrimental.  As the Maine Legislature learned when 

considering this law, one study revealed that 15% of the detailers‟ promotional 
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brochures presented data that differed from the published studies on which they 

were based.  (App. 627).  The lower court noted another study that concluded that 

about one-third of the drug companies‟ marketing material contained information 

proscribed by the FDA.  Rowe, 532 F. Supp. 2d at 161. 

The flawed nature of drug marketing goes beyond providing inaccurate 

information.  Because the purpose of marketing is to increase sales of that 

company‟s product, the information that detailers present to prescribers is not a fair 

and balanced presentation of the medical literature as a whole concerning the drugs 

at issue.  (App. 627).  The record shows that targeted marketing campaigns by the 

drug industry using prescriber-identifiable data focus on aggressively promoting 

the widespread use of new drugs as soon as they are available.  (App. 412-440, 

623-630). 

In 2005, Congress held hearings regarding sales of the drug Vioxx.  A May 

2005 U.S. House of Representative Memorandum summarized the results of a 

Committee on Government Reform investigation of how Merck marketed Vioxx to 

physicians.  (App. 412-440).  For Vioxx alone, the company assigned over 3,000 

company representatives across the country to engage in face-to-face discussions 

with physicians about Vioxx.  (App. 418).  Merck‟s detailers – armed with highly 

detailed information about doctors‟ prescribing habits -- did not appropriately 

educate physicians about research that demonstrated Vioxx‟s cardiovascular risks.  
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To the contrary, Merck‟s highly trained sales force was told not to address the new 

research findings, but to emphasize outdated and misleading data that indicated 

Vioxx was safer than alternatives.  (App. 414-415).  The Legislature was reminded 

about the Vioxx debacle by Dr. Jerry Avorn, “a renowned expert on the effects of 

pharmaceutical marketing on drug utilization and behaviors,” Ayotte, 490 F. Supp. 

2d at 52 n.16.  (App. 626-627).  The lower court noted the Vioxx problem, as well 

as statements by a drug company demonstrating the inherently quid pro quo nature 

of detailing – e.g., Novo Nordisk urged its detailers to “hold [doctors] accountable 

for samples, dinners, programs and past preceptorships that you have provided or 

paid for and get the business.”   Rowe, 532 F. Supp. 2d at 161.
7
 

AMA creates modified opt-out program to stave off curative legislation 

By the early 2000s, some physicians were complaining vehemently about 

the fact that the drug industry was using prescriber-identifiable data to market 

                                                 
7
  In a more recent case approved by the Maine Superior Court in 2007, also 

referenced by the lower court, Purdue Pharma entered into a consent judgment and 

paid $19.5 million to settle claims by Maine (among other states) that it had 

unfairly and deceptively marketed the drug OxyContin.  (App. 441-464).  Maine 

alleged, among other things, that (1) Purdue and its sales force aggressively 

promoted OxyContin to doctors, nurses, and consumers as a first-choice analgesic 

for treatment of a wide variety of pain symptoms; (2) while expanding the market 

for OxyContin, Purdue avoided and minimized the known risks of OxyContin 

abuse, addiction, and diversion; and (3) Purdue failed to adequately warn doctors 

or consumers of OxyContin‟s significant risks and failed to take reasonable steps 

to guard against OxyContin abuse and diversion, instead striving to “educate” 

doctors and consumers that concerns over abuse and diversion of OxyContin were 

misplaced.  (App. 465-478). 
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drugs to them without their consent.  (App. 402-405, 409-411).  In 2004, several 

national and state medical societies, led by the American College of Physicians, 

asked the AMA to prohibit the release of its physician prescribing information.  

(App. 404).  In response to physicians‟ concerns, the AMA commissioned a poll, 

which, as noted above, found that two-thirds of the doctors surveyed objected to 

the release of such data to detailers.  (App. 410).  The AMA has an obvious vested 

interest in the status quo, as it receives more than $40 million annually from the 

sale or license of the data in its physician databases to plaintiffs and others.  (App. 

633, 646). 

In July 2006, after discussions with the data mining industry, the AMA 

fashioned a limited “opt-out” program to prevent certain data from being shared 

directly with detailers.  (App. 403-404).  The AMA acted with the express goal of 

heading off legislative efforts to restrict the sale of prescriber-identifiable data for 

marketing purposes.  (App. 402).  The AMA program was implemented by 

amending the agreements between plaintiffs and drug companies to include these 

limitations.  (App. 403-405). 

The AMA‟s program (named the Prescribing Data Restriction Program, or 

“PDRP”) does not stop prescriber-identifiable data from being used for marketing 

purposes.  First, the PDRP does not limit prescriber profiling; it only restricts first-

hand access to that data by the detailer and his or her supervisor.  There is 
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otherwise no limit on the use of this data for marketing.  (App. 403, 858-859).  

Thus, while the detailer who contacts a physician who has chosen to opt-out under 

the PDRP is not allowed to have the actual data, the detailer‟s employer is 

permitted to have this data and use it for marketing purposes.  (App. 403, 858-

859).  That is, the physician will still be targeted by the detailer based on 

prescriber-identifiable data, but the targeting decision will be made by someone 

other than the detailer.  (App. 402-405).  In addition, physicians‟ assistants, nurse 

practitioners, and nurse midwives in Maine are not eligible for the PDRP.  (App. 

402-405; Tr. 444-445).  Moreover, roughly two-thirds of the physicians in the 

United States are not AMA members, even though their personal data are still 

included in the AMA‟s Masterfile.  (App. 591).  Many physicians are not even 

aware of the PDRP.  (App. 591).  Finally, the PDRP‟s sanctions for violations are 

toothless -- the sanction for even a pattern of repeated abuse is merely the potential 

loss of data.  “Those manufacturers who show a disregard for the program‟s 

requirements by maintaining a pattern of abuse may lose access to AMA data, and, 

if infractions continue, may subsequently lose access to HIO data.”  (App. 403) 

(emphases added).
8
 

 

 

                                                 
8
  The PDRP has been criticized for other reasons.  Ayotte, 550 F.3d at 74; Sorrell, 

2009 U.S. Dist. LEXIS 35594, at * 42. 
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Maine’s response -- An Act to Amend the Prescription Privacy Law 

On June 29, 2007, after a legislative process lasting more than six months, 

including a public hearing held in March 2007 and five work sessions held by the 

Joint Committee on Health and Human Services, “An Act to Amend the 

Prescription Privacy Law” became law.  As noted above, Maine is one of three 

states that have enacted laws since 2006 restricting the use of prescriber-

identifiable data for marketing or commercial purposes.  Close to 20 other states 

have considered similar legislation.  (Tr. 100-101).  Thus, Maine is part of a 

national movement. 

The Act was the product of two bills before the Legislature:  L.D. 4 and L.D. 

838.  Both bills addressed concerns over the confidentiality of prescriber-specific 

and patient-specific information.  (App. 550-564, 590-591).  From the outset, the 

bills were designed to reduce prescription drug costs, to safeguard public health by 

making prescribing decisions based more on science and medicine, and to protect 

the confidentiality of prescribers and patients. 

The Act‟s key provision (22 M.R.S. § 1711-E(2-A)) states that: 

Beginning January 1, 2008, a carrier, pharmacy, or prescription 

drug information intermediary may not license, use, sell, 

transfer or exchange for value, for any marketing purpose, 

prescription drug information that identifies a prescriber who 

has filed for confidentiality protection in accordance with 

subsection 4. 
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Under the Act, a violation of this provision is a violation of the Maine Unfair 

Trade Practices Act (“UTPA”).  Under the UTPA, each intentional violation is 

subject to a penalty of no more than $10,000.  5 M.R.S. § 209. 

Thus, the Act provides Maine doctors and other prescribers with a limited 

right over the prescriptions they write for their patients -- the right to elect to 

prohibit the covered entities from selling or using, for any marketing purpose, 

prescription drug data that identify them or their patients.
9
  Notably, the Act does 

not restrict the use of any prescription drug data for non-marketing purposes, such 

as health care research. 

The information subject to the Act is raw data about Maine prescriptions 

written by prescribers licensed by Maine.  These Maine prescriptions are filled by 

pharmacies located in Maine or with nexus to Maine -- one of the pharmacies is 

located exclusively in Maine.  (App. 683, 698, 750).  These pharmacies then enter 

this data into computers located in Maine.  (App. 816-819, 831-834).  These same 

Maine prescriptions are generally paid for in part by insurance carriers licensed 

and regulated by Maine.  The data gleaned from these prescriptions are then used 

for marketing drugs to these same Maine prescribers.  Thus, as shown below, and 

                                                 
9
  The election is typically accomplished when prescribers register with their 

licensing boards, though that is not the exclusive means for opting out.  The 

election is valid until revoked by the prescriber. 
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contrary to plaintiffs‟ claim, the Act will not control commerce that takes place 

wholly outside of the State. 

Maine physicians and others advocate in favor of the bills 

 

The two bills were the subject of a public hearing before the Legislature‟s 

Joint Committee on Health and Human Services (the “Committee”) in March 

2007.  (App. 526).  The legislative record shows that the Committee heard 

testimony and received documents from a broad range of interested parties, 

including those opposed to the legislation, such as plaintiff IMS (App. 594-595, 

602-607), Rite-Aid (App. 608), and the AMA (App. 672-675). 

As plaintiffs concede, a substantial number of physicians supported these 

bills, as did a national physician organization with thousands of members.  (App. 

97-100, 278, 287, 292, 597-600, 631-637, 645-650).  Dr. Benjamin Schaefer, the 

chair of a task force of the National Physicians Alliance, which advocates for 

prohibiting the sale of prescriber-identifiable data nationwide, cited studies that 

sales reps “gear their presentation towards the beneficial effects of the new drugs 

and minimize the risks.”  (App. 646).  He said the individualized data are an 

effective tool used by sales reps to induce doctors to prescribe “new” medicines 

that are “often not more effective than older, generic drugs; have less of a safety 

record, and are generally more expensive.”  (App. 646).  Doctors are influenced by 

drug company sales pitches, he cautioned (as did the studies that he cited to the 
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Committee), and the drug companies‟ priorities differ from those of consumers.  

(App. 645-646). 

In addition, Dr. Elizabeth B. Hart, a geriatrician from Mount Vernon, Maine, 

who treats mostly nursing home residents, told the Committee that it “takes 

tremendous effort as a physician to resist the constant barrage of aggressive 

marketing information to which we are subjected by pharmaceutical companies.”  

(App. 650).  She said doctors struggle to base their prescribing decisions “on 

evidence-based medicine and cost-effective prescribing practices.”  (App. 650).  

To allow drug companies to purchase “what should be confidential information so 

they can individually target us in more aggressive manners is contrary to every 

effort to protect confidentiality, to maintain best practices of appropriate 

prescribing and to limit the escalating costs of prescription medicine,” Dr. Hart 

told the Committee.  (App. 650). 

The testimony also informed the Committee about what should be self-

evident -- drug company detailers use the data to influence doctors‟ choice of drugs 

for their patients.  (App. 597-600, 623-627, 632-649).  For example, Professor 

Kevin Outterson said the Maine bill “strikes at the heart of the problem with drug 

marketing – the potential conflict of interest present when physicians are unduly 

influenced by drug detailers offering gifts, sponsorships and medical education 

trips.”  (App. 640).  Under the legislation, he said, “drug detailers will no longer be 
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able to offer incentives to „good‟ doctors who are high prescribers of their 

products; nor will they be able to specifically withhold incentives from „bad‟ 

doctors who are not prescribing their quotas.”  (App. 640). 

Experts tell the Committee the Act will reduce costs and improve 

patient care 

 

Dr. Avorn and Dr. Aaron S. Kesselheim of Brigham and Women‟s Hospital 

in Boston submitted a detailed statement to the Committee, explaining how the 

marketing of drugs to prescribers has significant economic and clinical 

consequences for Maine‟s health care system.  (App. 623-630 & referenced 

studies).  Because physicians‟ use of targeted drugs increases significantly after 

visits by detailers, and because the targeted drugs are generally the high-margin, 

high-profit patented drugs that the manufacturer has an incentive to promote, 

effective marketing by drug companies drives drug use toward the most expensive 

products and strains the health care budgets for individuals, health plans, and state 

health care programs such as Medicaid, according to Drs. Avorn and Kesselheim.  

(App. 623, 625-629). 

Drs. Avorn and Kesselheim also informed the Committee that driving 

doctors toward prescribing the newest and costliest drugs can adversely affect 

patients‟ clinical outcomes.  “[B]ecause full understanding of a drug‟s side effect 

profile may not be complete when the drug is first approved for marketing, 

detailing encourages the prescription of new products that might be riskier to 
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patients than known agents on the market.”  (App. 626).  This was evident in the 

widespread adoption of Vioxx.  (App. 626-627). 

Another example of a new drug that was dangerously overprescribed, also 

cited by Dr. Avorn and Dr. Kesselheim, was the cardiac medication nesiritide, 

which was approved in 2001 for treatment of acute exacerbations of congestive 

heart failure, “despite the fact that the manufacturer had not adequately studied its 

side effect profile.”  (App. 627).  The drug was immediately promoted by its 

manufacturer, and sales reached $400 million in 2004, “but its use decreased 

dramatically in 2005 when it was found to be associated with increased rates of 

kidney disease and death.”  (App. 627). 

Drs. Avorn and Kesselheim also told the Committee that the information 

presented to doctors by detailers is often inaccurate, but that most physicians failed 

to recognize the inaccuracies and believed that they are immune from marketing 

influences.  (App. 625-627).  A 1995 study concluded that 11% of the in-person 

statements made to physicians by sales reps were scientifically inaccurate. (App. 

627).  Litigation following the withdrawal of Vioxx from the market “revealed the 

existence of elaborate sales training campaigns conducted by the manufacturer, 

Merck, whose main purpose was to divert attention of physicians away from 

concerns about the possible cardiac risk of that drug.”  (App. 627).  The two 

doctors explained that Vioxx “is not a unique situation; because the purpose of 
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detailing is to increase product sales, the information detailers present to 

physicians supports this goal, rather than a fair and balanced presentation of the 

medical literature as a whole.”  (App. 627). 

Finally, as Drs. Avorn and Kesselheim, among others, explained to the 

Committee, the use of prescriber-identifiable data has exacerbated these problems.  

(App. 597-600, 623-627, 632-649).  Restricting the sale of this data would help 

make sure that prescribing decisions are based more on medicine than on 

marketing, which would result in better health care and reduced health care costs.  

(App. 597-600, 623-627, 632-649). 

Senator Marrache submits amendment to L.D. 4 with opt-out feature 

During the roughly 60 days that followed the public hearing, the bills were 

formally reviewed during five work sessions held by the Committee in April and 

May 2007.  (App. 526-528, 666, 668, 670 & 676).  Soon after the first work 

session, on April 10, 2007, an amendment to L.D. 4 was proposed by Senator 

Marrache.  (App. 671).  Her amendment proposed an opt-out feature (L.D. 4 as 

originally proposed was an outright ban on the sale of prescriber identifiable data).  

The Maine Medical Assocation had also advocated for an opt-out program for non-

physician prescribers.  (App. 535-538). 

In enacting the law, after considering the testimony and other evidence 

presented to it, the Legislature explicitly determined, among other facts, that 
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“enactment of this section will assist the State to achieve the following compelling 

state interests:  to improve the public health, to limit annual increases in the cost of 

health care, and to protect the privacy of patients and prescribers in the health care 

system of this State.”  22 M.R.S. § 1711-E(1-A).  The Legislature further found 

that “[r]estricting the use of prescriber identifying information will act to decrease 

drug detailing that targets the prescriber, thus increasing decisions to prescribe 

lower priced drugs and decisions made on the basis of medical and scientific 

knowledge and driving down the cost of health care.”  22 M.R.S. § 1711-E(1-

A)(D).  (The Addendum to this Brief, at A93-A98, contains the entire Act). 

The Maine Legislature also explicitly set forth its three purposes in enacting 

the bill: 

It is the intent of the Legislature in enacting this section to achieve the 

following compelling state interests:  to improve public health, to limit 

annual increases in the cost of health care and to protect the privacy of 

patients and prescribers in the health care system of this State. 

 

22 M.R.S. 1711-E(1-B).  On June 29, 2007, Governor Baldacci signed L.D. 4, as 

amended, into law.  The bill became Public Law 2007, Chapter 460, and amended 

22 M.R.S. §§ 1711-E, 8704, and 8713. 

Evidence adduced at two-day hearing in November 2007 

Pursuant to plaintiffs‟ request, the lower court convened an evidentiary 

hearing on plaintiffs‟ motion for preliminary injunction in November 2007 – less 

than three months after plaintiffs had filed their complaint.  Both parties submitted 
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documentary and testimonial evidence, including the legislative record.  Evidence 

adduced on cross-examination of plaintiffs‟ witnesses, including representatives 

from pharmacy chains Rite-Aid (which has 82 retail stores in Maine) and CVS-

Caremark (17 retail stores in Maine), made clear that the Act is aimed at regulated 

transactions -- prescribing drugs and filling out prescriptions -- that occur in 

Maine.  (App. 816-819, 831-834).  As to the influence of detailers, Dr. Erik Steele 

of Bangor testified that, before he stopped seeing drug company sales reps, he 

would regularly prescribe the branded drug Cardizem, rather than less costly and 

equally effective generic alternatives, because he was unduly influenced 

(subliminally) by the detailer of Cardizem and the gifts that had been provided to 

him.  (App. 784-787).  This practice needlessly drove up health care costs, in his 

view.  (App. 784-787). 

Another example Dr. Steele provided is the overprescribing of the patented 

drug Nexium for acid-reflux.  There is an over-the-counter alternative (Prilosec) 

that is just as effective as Nexium for many or most patients and much less costly 

to the health care system.  (Tr. 277-287; App. 849-851). 

Nurse practitioner Margaret Macdonald of Bangor was “shocked” when she 

first learned that drug companies had bought her prescribing history without her 

permission.  (Tr. 326).  Both Dr. Steele and Ms. McDonald believe that it is an 

intrusion on their privacy and professional confidentiality for drug companies to 
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buy their information, without their permission, and use it to try to influence what 

drugs they prescribe for their patients.  (Tr. 282-283, 326-327).  

Plaintiffs conceded that, for many or most patients, a generic drug is equally 

effective as other patented drugs.  (App. 849-851).  They also conceded that 

detailing by drug companies is more effective at generating sales of the more 

expensive, patented drugs when detailers use plaintiffs‟ prescriber-identifiable 

data.  (Tr. 215-216, 427). 

STANDARD OF REVIEW 

Plaintiffs‟ burden in the preliminary injunction proceeding below is well-

established – they must show that (1) they are likely to succeed on the merits; (2) 

they would suffer immediate irreparable harm absent injunctive relief; (3) the harm 

to plaintiffs in the absence of an injunction would exceed that to defendant if the 

injunction is granted; and (4) the public interest is better served by granting the 

injunction than by denying it.  New Comm. Wireless Servs., Inc. v. Sprintcom, Inc., 

287 F.3d 1, 8-9 (1st Cir. 2002); Pharmaceutical Research & Mfrs. of Am. v. 

Concannon, 249 F.3d 66, 72 (1
st
 Cir. 2001) (reversing entry of preliminary 

injunction), aff’d, 538 U.S. 644, 661-62 (2003).  “The sine qua non of this four-

part inquiry is likelihood of success on the merits: if the moving party cannot 

demonstrate that he is likely to succeed in his quest, the remaining factors become 

matters of idle curiosity.”  New Comm. Wireless Servs., 287 F.3d at 9; see also 
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Ross-Simons of Warwick, Inc. v. Baccarat, Inc., 102 F.3d 12, 16 (1
st
 Cir. 1996) 

(“Likelihood of success is the main bearing wall of the four-factor framework.”). 

On appeal from an order granting a preliminary injunction, “pure issues of 

law (e.g., the construction of a statute) are reviewed de novo, findings of fact for 

clear error, and „judgment calls‟ with considerable deference depending upon the 

issue.”  Langlois v. Abington Housing Auth., 207 F.3d 43, 47 (1
st
 Cir. 2000) 

(internal citations omitted); Concannon, 249 F.3d at 72.  Here, the lower court‟s 

merits analysis is reviewed de novo because it raises pure issues of constitutional 

law and mixed questions of law and fact dominated by legal issues.  Ayotte, 550 

F.3d at 48.  The lower court‟s manipulation of the balance of equities and public 

interest prongs of the criteria is reviewed for an abuse of discretion.  Langlois, 207 

F.3d at 47. 

SUMMARY OF ARGUMENT 

 Plaintiffs have challenged the Act on three separate constitutional bases.  

The Act is presumptively valid, Davies Warehouse Co. v. Bowles, 321 U.S. 144, 

163 (1944), particularly since its purpose is to foster public health.  Hillsborough 

County v. Automated Med. Lab., Inc., 471 U.S. 707 (1985).  Because plaintiffs 

have presented a “facial” challenge, they bear the burden of establishing, by a clear 

showing, the probability that the mere existence of the statute violates the 
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Constitution.  See Pharmaceutical Research & Mfrs. of Am. v. Walsh, 538 U.S. 

644, 661-62 (2003). 

This Court‟s recent decision in Ayotte – involving a New Hampshire law 

that is more restrictive than the Maine Act -- forecloses plaintiffs‟ First 

Amendment and void-for-vagueness claims.  Under Ayotte, the Maine Act does not 

violate the First Amendment, and it is not unconstitutionally void-for-vagueness.  

The Ayotte decision also significantly undermines plaintiffs‟ dormant Commerce 

Clause claim here.  The following provides extensive discussion on these issues. 

1.  The lower court erred by ruling that plaintiffs showed a likelihood of 

success on the merits of their First Amendment claim.  Similar to the New 

Hampshire statute in Ayotte, the Maine Act principally regulates conduct, not 

speech.  Therefore, as this Court held in Ayotte, the Act does not implicate the First 

Amendment.  Even assuming arguendo the Court were to rule that commercial 

speech is involved, the Act readily passes the Supreme Court‟s test for regulation 

of commercial speech, as this Court also held in Ayotte with respect to New 

Hampshire‟s more restrictive law. 

2. Plaintiffs are unlikely to succeed on their claim that the Act is void-

for-vagueness or overbroad.  The lower court did not address this claim. The Act 

sufficiently identifies the conduct that is prohibited, easily satisfying the applicable 

constitutional standard, particularly since the Act provides for only a civil penalty 

and requires an intent to violate the Act to trigger a possible civil penalty.  The Act 
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is not subject to the overbreadth doctrine since plaintiffs have made a facial, 

commercial speech challenge. 

3. Plaintiffs‟ dormant Commerce Clause argument (not addressed by the 

district court) does not have a reasonable likelihood of success.  The prescriber-

identifiable data subject to the Act derive from and concern prescribers who are 

regulated by Maine, and who write prescriptions in Maine primarily for Maine 

patients. The patients get these prescriptions filled at pharmacies located in Maine 

and regulated by Maine.  The Act simply prohibits certain commercial transactions 

and conduct by covered entities subject to Maine‟s jurisdiction, including Maine 

pharmacies and insurance carriers regulated by Maine.  Moreover, plaintiffs have 

raised a facial challenge to the Act, and cannot show that the Act on its face 

regulates only commerce that takes place wholly outside of Maine. 

4. The court erred in ruling that plaintiffs will suffer irreparable harm 

without a preliminary injunction, and in ruling that the “balance of equities” and 

“public interest” prongs of the preliminary injunction test weigh in favor of 

granting preliminary injunctive relief.  Plaintiffs, drug companies, and others can 

continue to use this data for non-marketing purposes, including research, during 

the pendency of the suit without a preliminary injunction 
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I.   The lower court erred in ruling that plaintiffs demonstrated a reasonable 

likelihood of success on the merits of their First Amendment claim. 

 

This Court‟s 2008 decision in Ayotte makes plain that the lower court erred 

when it held that plaintiffs had demonstrated a reasonable likelihood of success on 

the merits of their First Amendment claim.  In a multi-panel circuit, prior panel 

decisions closely on point are binding upon newly constituted panels unless there 

has been supervening authority sufficient to warrant disregarding established 

precedent.  Zheng v. Holder, 2009 U.S. App. LEXIS 14142, at *8 (1
st
 Cir. 2009); 

United States v. Wogan, 938 F.2d 1446, 1449 (1st Cir. 1991).  Ayotte is closely on 

point as to this issue, and there has been no supervening authority in this case. 

A.  The Act does not restrict protected speech. 

Plaintiffs are engaged in the bulk sale of a commodity for profit.  Their 

interest is in the sale of a product (data) for use in marketing by the drug industry.  

Their interest is not in free speech that might be protected by the First 

Amendment.
10

  Ayotte, 550 F.3d at 52-54. 

                                                 
10

  To the extent plaintiffs argue the Act violates third parties‟ First Amendment 

rights, such an argument fails for lack of standing.  As this Court held in Ayotte, 

plaintiffs have no standing to assert third parties‟ First Amendment rights.  Ayotte, 

550 F.3d at 48-50.  See also Wine & Spirits, 418 F.3d at 49-50.  Although there is a 

narrow exception that applies when some barrier or practical obstacle deters a third 

party from asserting its rights, see, e.g., Powers v. Ohio, 499 U.S. 400, 414-15 

(1991) (allowing criminal defendant to assert rights of jurors because they lack 

financial incentive to undertake the burden of litigation), nothing in the record 

indicates that pharmacies or the pharmaceutical manufacturers are unable or 

unlikely to protect their own rights.  See Ayotte, 550 F.3d at 49-50. 
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Like the New Hampshire law in Ayotte, the Maine Act does not restrict the 

communication or expression of any ideas, nor does it prohibit the flow of 

information.  Prescriber-identifiable data may be transferred, disclosed, licensed, 

used, or sold for a myriad of purposes consistent with the Act. 

The focus of the Act is a restriction on the use of this data for any 

“marketing” purpose as defined in the Act, and only on data derived from those 

prescribers who object to such use.  The Act‟s restrictions apply only to prevent a 

particular use of the data.  Just like the New Hampshire statute at issue in Ayotte, 

the Maine Act is a regulation of conduct, not speech.  Plaintiffs may lawfully 

obtain, transfer, and sell the data freely so long as the data are not sold or used for 

a marketing purpose. 

The Act does not prevent plaintiffs from communicating about commercial 

transactions, but rather regulates the transactions themselves.  Commercial activity 

alone does not benefit from the protections of the First Amendment‟s commercial 

speech doctrine.  Ayotte, 550 F.3d at 52-54; Wine & Spirits Retailers, Inc. v. Rhode 

Island, 418 F.3d 36, 49 (1
st
 Cir. 2005). 

Because plaintiffs are free to disseminate precisely the same data for any 

purpose other than marketing, their real complaint is that the Act‟s restriction on 

use may suppress or eliminate the market demand for this data.  The Court recently 

addressed this very issue in Ayotte – “plaintiffs‟ true complaint, of course, is that in 
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banning this use of their data, we risk drying up the market for their services.”  550 

F.3d at 53.  This Court reiterated what it held in previous similar cases:  “the First 

Amendment does not safeguard against changes in commercial regulation that 

render previously profitable information valueless.”  Id. 

B. Even if commercial speech is implicated by the Act, it does not violate 

plaintiffs‟ First Amendment rights.            

 

Assuming solely for argument‟s sake that the Act regulates constitutionally 

protected speech, it affects only commercial speech, which warrants reduced 

constitutional protection.  See Central Hudson Gas & Elec. Corp. v. Public Serv. 

Comm’n, 447 U.S. 557, 563 (1980).  Assuming arguendo that the Act regulates 

commercial speech, it easily meets the lower level of scrutiny applicable to 

commercial speech regulations, as this Court concluded in Ayotte with respect to 

New Hampshire‟s more restrictive law.  Since Maine‟s law applies only when 

prescribers elect its protections, it is less of an intrusion on any commercial speech 

rights of plaintiffs than New Hampshire‟s outright prohibition. 

If commercial speech is neither misleading nor related to unlawful activity, 

regulation of it survives First Amendment scrutiny if (1) the State asserts a 

substantial interest to be achieved by the regulation; (2) the regulation directly 

advances that interest; and (3) the regulation is no more extensive than necessary to 

serve that interest.  Central Hudson, 447 U.S. at 564.  The Act readily meets these 

criteria. 
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As discussed above, the Maine Legislature made extensive findings in the 

Act.  22 M.R.S. §§ 1711-E(1-A).   The Legislature‟s findings and predictive 

judgments are entitled to deference under Central Hudson because they are 

reasonable and supported by substantial evidence.  The Supreme Court has made 

clear that, where First Amendment rights are at stake, although “deference to a 

legislative finding cannot limit judicial inquiry” altogether, the Court will give 

Congress‟s judgments substantial deference.  Turner Broadcasting System, Inc. v. 

FCC, 520 U.S.180, 195 (1997) (“Turner II”) (citing Turner Broadcasting System, 

Inc. v. FCC, 512 U.S. 622, 665 (1994) (“Turner I”)).  The “obligation to exercise 

independent judgment when First Amendment rights are implicated is not a license 

to reweigh the evidence de novo, or to replace Congress‟s factual predictions with 

[the Court‟s].”  Turner I, 512 U.S. at 666.  Ultimately, “the question is not whether 

Congress was correct as an objective matter, but whether the legislative conclusion 

was reasonable and supported by substantial evidence.”  Id. at 665. 

The record shows that the Legislature spent considerable time and effort 

considering these issues.  After a public hearing and five work sessions, the 

Legislature explicitly found “that enactment of this section will assist the State to 

achieve the following compelling state interests:  to improve the public health, to 

limit annual increases in the cost of health care, and to protect the privacy of 

patients and prescribers in the health care system of this State.”  22 M.R.S. § 1711-
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E(1-A).  The Legislature also found that “restricting the use of prescriber 

identifying information will act to decrease drug detailing that targets the 

prescriber, thus increasing decisions to prescribe lower priced drugs and decisions 

made on the basis of medical and scientific knowledge and driving down the cost 

of health care.”  Id.  These findings are reasonable and are supported by substantial 

evidence, including testimony from Maine physicians and experts on these issues.  

(App. 597-600, 623-627, 631-650).
11

 

1. The Act furthers three substantial governmental interests. 

There are three substantial governmental interests furthered by the Act:  (1) 

limiting annual increases in health care costs, (2) improving public health, and (3) 

protecting the privacy of patients and prescribers.  The Act need to further only one 

substantial interest to satisfy the first prong of Central Hudson 

The lower court in this case, this Court in Ayotte, and the district court in 

Sorrell all ruled that containing health care costs is a substantial government 

interest.  Rowe, 532 F. Supp. 2d at 172; Ayotte, 550 F.3d at 55; Sorrell, 2009 U.S. 

Dist. LEXIS 35594, at * 28.  This Court should rule likewise. 

                                                 
11

  This Committee had extensive experience in the same legislative session dealing 

with a variety of prescription drug issues.  It considered and heard testimony on ten 

other prescription drug issues, including legislation enacted to prohibit the sale of 

software containing inappropriate advertising of prescription drugs.  (Legislative 

Digest of Bill Summaries and Enacted Laws, State of Maine, 123
rd

 Legislature, 1
st
 

Reg. Sess. at 364 (July 2007)). 
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The lower court‟s merits analysis, which did not track the Act‟s three stated 

purposes,
12

 did not directly address whether improving public health was a 

substantial interest under Central Hudson.  See Rowe, 532 F. Supp. 2d at 170-171. 

The trial court in Sorrell held that it was a substantial interest – indeed, plaintiffs 

did not “seriously dispute” the issue, according to the court.  2009 U.S. Dist. 

LEXIS 35594, at ** 28-29.  This Court should likewise rule that improving public 

health is a substantial government interest under Central Hudson.
13

 

The lower court erred in ruling that the State‟s interest in protecting 

prescribers‟ practicing histories from those marketing drugs was “narrow” 

(presumably meaning it was not substantial).  Rowe, 532 F. Supp. 2d at 171-72.  

This Court should rule that protecting prescribers‟ rights to prohibit the use of their 

prescriber-identifiable data for marketing purposes is “substantial” for purposes of 

Central Hudson.  This interest is at least as significant as other governmental 

interests that have been upheld as substantial by the federal courts.  See Missouri 

ex rel. Nixon v. American Blast Fax, Inc., 323 F.3d 649, 655 (8
th
 Cir. 2003) (law 

                                                 
12

  For example, the lower court analyzed whether “Ending the Use of Prescriber 

Comparisons for Purposes Related to Manufacturer Profitability and Decreasing 

Unnecessary Marketing Costs” was a substantial interest, and whether the Act 

directly advanced that interest.  Rowe, 532 F. Supp. 2d at 171-178.  The Attorney 

General never argued that this was a substantial interest under Central Hudson. 
13

  This Court did not rule in Ayotte whether promoting public health or protecting 

prescriber privacy was a “substantial” interest, though Judge Lipez stated his view 

that promoting public health was a substantial interest.  Ayotte, 550 F.3d at 84-85 

(Lipez, J., concurring in part and dissenting in part). 
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restricting unsolicited faxes to prevent cost shifting and interference such 

advertising places on businesses and other recipients held to be substantial 

government interest) cert. denied, 540 U.S. 1104 (2004); Lanphere & Urbaniak v. 

Colorado, 21 F.3d 1508, 1514 (10
th
 Cir.) (law protecting confidentiality of those 

charged with traffic offenses from dissemination of charging information for 

commercial purposes held to further substantial interest – although much of 

information already published in newspapers), cert. denied, 513 U.S. 1044 (1994). 

2. The Act directly advances the State’s interest in controlling health 

care costs. 

 

The state “must demonstrate that the harms it recites are real and that [the] 

restriction will in fact alleviate them to a material degree.”  Edenfield v. Fane, 507 

U.S. 761, 770-71 (1993).  The regulation must be “in proportion” to the 

government‟s interest.  Central Hudson, 447 U.S. at 564. 

As this Court explained in Ayotte, however, “certitude” is not required.  550 

F.3d at 55.  A state need not go beyond the demands of common sense to show that 

a statute is likely to directly advance an identified governmental interest.  See, e.g., 

Burson v. Freeman, 504 U.S. 191, 211 (1992).  States are allowed “to justify 

speech restrictions by reference to studies and anecdotes” or even to justify them 

“based solely on history, consensus, and simple common sense.”  Florida Bar v. 

Went For It, Inc., 515 U.S. 618, 628 (1995) (internal quotation marks omitted). 
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As explained above, the Act is designed to contain health care costs.  The 

Maine Legislature‟s specific findings on this point are entitled to deference 

because they are reasonable and supported by ample evidence.  The record shows 

that the Act satisfies Central Hudson.  (App. 597-600, 623, 625-627, 632-637, 

639-649, 784-787).  Because physicians‟ use of targeted drugs increases 

substantially after visits by detailers, and because the targeted drugs are generally 

the high-margin, high-profit drugs that the manufacturer has a strong incentive to 

promote, targeted marketing by drug companies drives drug use toward the most 

expensive products and strains the health care budgets for individuals, health plans, 

and state health care programs such as Medicaid.  (App. 623, 625-627, 632-637, 

639-649, 784-787); Manchanda & Honka at 809.  See Ayotte, 550 F.3d at 56 (“The 

fact that the pharmaceutical industry spends over $4,000,000 annually on detailing 

bears loud witness to its efficacy.”). 

As Drs. Avorn and Kesselheim informed the Legislature, steering doctors 

toward prescribing the newest drugs also can adversely affect patients‟ clinical 

outcomes, driving up costs.  (App. 623, 626-627).  In short, substantial evidence 

supports the Legislative determination that detailing increases health care costs.  

See Ayotte, 550 F.3d at 55-56; Sorrell, 2009 U.S. Dist. LEXIS 35594, at * 35-36 

(“Detailing leads to increased prescriptions for new drugs over generic alternatives 

which are often more cost-effective”). 
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The evidence (as well as common sense) further shows that detailing is 

significantly more successful when detailers use prescriber-identifiable data.  (App. 

597-598, 625-627, 639-649).  Even plaintiffs admitted this fact at the evidentiary 

hearing on their motion for a preliminary injunction.  (Tr. 215-216, 426-427).  As 

noted by the district court in Sorrell – the fact that drug manufacturers are 

essentially the only paying customers of the data miners is the strongest evidence 

of the important role of this data in detailing.  “Put simply, if PI data did not help 

sell new drugs, pharmaceutical companies would not buy it.”  Sorrell, 2009 U.S. 

Dist. LEXIS 35594, at ** 35-36.  Thus, the Legislature‟s determination that 

prescriber-identifiable data is an effective marketing tool that enables detailers to 

increase sales of new drugs is conceded by plaintiffs and well-supported in the 

record.  That is why the data mining business exists. 

Finally, the record supports the Legislature‟s finding that the Act will 

decrease health care costs in Maine because, if detailers do not have physicians‟ 

prescribing histories, then physicians and other Maine prescribers will less likely 

be swayed to prescribe unnecessary and more expensive brand-name drugs.  (App. 

597-600, 623, 626-627, 639-649, 784-787).  See Ayotte, 550 F.3d at 57-59 (New 

Hampshire law directly advances cost containment); id. at 91-92 (Lipez, J., 

concurring in part and dissenting in part) (same);  Sorrell, 2009 U.S. Dist. LEXIS 

35594, at ** 34-40 (Vermont law directly advances interest in cost containment).  
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That is, because the Act will limit the impact of marketing, it will lead to more 

optimal prescribing practices.  The lower court erred in not so ruling.  

The lower court‟s decision – which did not directly address whether the Act 

would directly advance the State‟s interest in reducing health care costs -- was 

influenced by its speculation that if the Act were in effect, some prescribers might 

be willing to accept payments from plaintiffs or drug companies not to opt out, 

which might result in plaintiffs‟ gaining some prescriber data in that fashion.  

Rowe, 532 F. Supp. 2d at 174 n.31, 176 n.35.  Whether or not prescribers might be 

willing to do so, however, is entirely irrelevant to the inquiry before the Court. 

The Legislature‟s reasonable determination that the Act will help reduce 

health care costs – supported by substantial evidence in the record as well as by 

common sense – is entitled to deference.  See Ayotte, 550 F.3d at 59 (Court 

deferred to New Hampshire legislature on “whether it is sensible to conclude 

(hypothetically) that net medical outlays will decrease as a result of the withdrawal 

of prescribing histories from detailers”).  This is an area in which States should be 

given some leeway to seek new ways to combat the social and economic problem 

of skyrocketing health care costs.  Ayotte, 550 F.3d at 58.  The lower court erred in 

not according deference to the Legislature‟s determination on this issue. 
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3. The Act is no more extensive than necessary to serve the State’s 

interest in cost containment. 

 

Under this third prong, the law must be “in reasonable proportion to the 

interest served.”  Ayotte, 550 F.3d at 59.  The court also considers whether “there 

are numerous and obvious alternatives that would restrict less speech and would 

serve the government‟s interest as effectively as the challenged law.”  Mainstream 

Marketing Servs., Inc. v. Federal Trade Comm’n, 358 F.3d 1228, 1242 (10
th

 Cir. 

2004), cert. denied, 543 U.S. 812 (2004). 

In Ayotte, this Court held that New Hampshire‟s law – an outright 

prohibition on the sale or use of prescriber-identifiable data for certain commercial 

purposes -- was no more restrictive than necessary to achieve its goal of cost 

containment.  550 F.3d at 60.  As several courts have ruled, opt-out provisions like 

Maine‟s law readily meet this prong of the Central Hudson analysis because they 

restrict only speech that involves unwilling participants.  See, e.g., Mainstream 

Marketing, 358 F.3d at 1242-43 (national do-not-call registry was narrowly 

tailored because it restricts only calls targeted at recipients who have identified 

themselves as unwilling); American Blast Fax, 323 F.3d at 658-89 (upheld law that 

restricted unsolicited fax advertising; under law, advertisers could send faxes only 

after obtaining consent from recipients). 

Quoting the lower court in Ayotte, Judge Woodcock rejected the Attorney 

General‟s argument that the Act was narrowly tailored to reduce health care costs 
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because, the court stated, detailing is “sometimes” used to benefit public health by 

promoting what are, at times, arguably more effective drugs.  Rowe, 532 F. Supp. 

2d at 177-178 (quoting Ayotte, 490 F. Supp. 2d at 181-182).  The court‟s logic was 

explicitly rejected by this Court in Ayotte, 550 F.3d at 57-58.  The fact that certain 

branded drugs may produce better results in some cases “is too flimsy a hook on 

which to hang a conclusion that a decrease in the prescription of brand-name drugs 

would be unlikely to yield a net diminution in health care costs.”  Id. at 58. 

Neither the lower court nor plaintiffs identified any less restrictive 

alternative that would serve Maine‟s interest in cost containment as well as the 

Act.  The lower court erred to the extent it relied on plaintiffs‟ alternatives.  For 

example, a ban on gifts to prescribers would target a harm that the Legislature 

never deemed central to its aims.  This and other alternatives identified by these 

same plaintiffs were rejected in Ayotte, 550 F.3d at 59-60, and in Sorrell, 2009 

U.S. Dist. LEXIS 35594, at * 42. 

The Maine Legislature determined that targeted marketing by detailers 

armed with prescriber-identifiable data results in increased prescriptions for new 

drugs -- despite the availability of safe and effective cheaper alternatives.  The 

Legislature seeks to limit the overprescription of new drugs in order to lower 

prescription drug costs and to protect patients from unknown risks and side effects.  

The Act, which restricts use of this data in marketing only for prescribers who opt 
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out, is a targeted response to the harm of overprescription caused by detailers‟ use 

of this data.  The Act provides prescribers with the ability to allow use of their 

prescribing histories for marketing purposes if they wish.  Perfection is not 

required.  The Act is in reasonable proportion to the State‟s interests.  See Sorrell, 

2009 U.S. Dist. LEXIS 35594, at ** 43-46.  See also Anderson v. Treadwell, 294 

F.3d 453, 457-458, 462 (2d Cir. 2002) (court upheld law permitting homeowners 

to prohibit real estate licensees from soliciting homeowners for listings). 

4. The Act directly advances two other substantial interests and is 

not more extensive than necessary to serve those interests. 

 

As noted above, the Act also is designed to promote public health and to 

protect prescriber privacy, both of which are substantial interests under Central 

Hudson.  As the record shows, the Act meets the last two prongs of Central 

Hudson as to these other two purposes.  The lower court erred in ruling to the 

contrary.  See Rowe, 532 F. Supp. 2d at 173-175. 

Public health.  As shown above, Drs. Avorn and Kesselheim told the Maine 

Legislature that steering doctors toward prescribing the newest drugs can adversely 

affect patient health.  (App. 623, 626-627).  Detailing encourages the prescription 

of new drugs that might be riskier to patients than already existing drugs because 

all of a drug‟s side effects may not be known when the drug is first approved for 

marketing.  (App. 623, 626-627).  This was evident in the widespread prescribing 
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of Vioxx even though it was not shown to be a more effective analgesic than many 

older drugs already on the market.  (App. 626-627). 

Another example cited to the Maine Legislature by Dr. Avorn and Dr. 

Kesselheim was the drug nesiritide, which was approved in 2001 for treatment of 

congestive heart failure despite the fact that the manufacturer had not adequately 

studied its side effects.  (App. 627).  The drug was promoted aggressively by its 

manufacturer, but its use decreased dramatically when it was found to be 

associated with increased rates of kidney disease and death.  (App. 627). 

Accordingly, the Act directly advances the State‟s interest in promoting 

public health.  The Vermont district court in Sorrell ruled likewise as to Vermont‟s 

law.  2009 U.S. Dist. LEXIS 35594, at ** 41-42. 

The Act is narrowly tailored, as well.  It allows prescribers to allow their 

prescribing histories be used for marketing purposes if they wish.  The Act is thus 

in reasonable proportion to the State‟s interests.  See Sorrell, 2009 U.S. Dist. 

LEXIS 35594, at ** 43-46.  The alternatives proffered by plaintiffs – such as a ban 

on detailers‟ gifts and increased “academic” counter-detailing -- do not adequately 

address the Legislature‟s concerns or are unworkable, as the Court ruled in Ayotte, 

550 F.3d at 59-60.  See also Sorrell, 2009 U.S. Dist. LEXIS 35594, at ** 42-43. 

Prescriber privacy.  The Act also directly advances the Maine Legislature‟s 

interest in protecting identifiable prescription drug information from use for 
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marketing purposes.  The Act allows those prescribers who object to such use to 

“opt out” and prohibit the use of this data for any marketing purpose.  The law is 

plainly designed to provide effective support for its stated purpose. 

As several courts have ruled, opt-out provisions readily meet the second 

prong of Central Hudson because they restrict only speech that involves unwilling 

participants.  As the Tenth Circuit explained in Mainstream Marketing, “the 

Supreme Court has repeatedly held that speech restrictions based on private choice 

. . . are less restrictive than laws that prohibit speech directly.”  358 F.3d at 1242, 

citing Rowan v. United States Post Office Dep’t, 397 U.S. 728, 738 (1970).  

Similar to the do-not-mail regulation approved in Rowan, the court of appeals in 

Mainstream Marketing ruled that the do-not call registry did not, itself, prohibit 

any speech.  Instead, it merely “permits a citizen to erect a wall that no advertiser 

may penetrate without his acquiescence.”  358 F.3d at 1242.  Thus, in Mainstream 

Marketing, the Tenth Circuit held that the national do-not-call registry was 

narrowly tailored because it restricts only calls that are targeted at recipients who 

have identified themselves as unwilling.  358 F.3d at 1242-43. 

Plaintiffs have not identified any less restrictive alternative that would serve 

Maine‟s interest in protecting prescriber privacy as well.  Alternatives that might 

reduce costs or restrict unethical and illegal behavior by drug companies do not 



 44 

address the Legislature‟s stated goal in protecting this data from being used for 

marketing purposes when prescribers have elected to keep it confidential. 

II. Plaintiffs’ void-for-vagueness and overbreadth claims fail. 

Plaintiffs allege that various words or phrases in the Act are unclear or 

ambiguous and that, as a result, the law is unconstitutionally vague and overbroad.  

The lower court did not address these claims.  Since plaintiffs will likely raise them 

as alternative bases for upholding the preliminary injunction, the Attorney General 

will address them and asks that the Court address them.  This Court summarily 

rejected the same arguments regarding the New Hampshire law in Ayotte.  550 

F.3d at 60-63 & n.9.  The district court in Sorrell likewise rejected these arguments 

as to the Vermont law.  2009 U.S. Dist. LEXIS 35594, at ** 47-49.  In light of 

these rulings, these same plaintiffs cannot demonstrate a reasonable likelihood of 

success on the merits of their claim that the Act is void-for-vagueness or 

overbroad.   

A statute is unconstitutionally vague “if its prohibitions are not clearly 

defined” so that it does not “give the person of ordinary intelligence a reasonable 

opportunity to know what is prohibited” or does not “provide explicit standards” 

for those who enforce the law.  Grayned v. City of Rockford, 408 U.S. 104, 108 

(1972).  Standards of vagueness should not be mechanically applied because of the 

need for “flexibility and reasonable breadth, rather than meticulous specificity.”  
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Grayned, 408 U.S. at 110.  As this Court explained in Ayotte, the fact that a statute 

“requires some interpretation does not perforce render it unconstitutionally vague.”  

Ayotte, 550 F.3d at 51.  In determining whether a statute is impermissibly vague, 

the Court looks at the statute as a whole.  United States v. Bohai Trading Co., 45 

F.3d 577, 580 (1
st
 Cir. 1995).  “[P]erfect clarity and precise guidance have never 

been required even of regulations that restrict expressive activity.”  United States v. 

Williams, 128 S. Ct. 1830, 1845 (2008). 

“[T]he mere fact that close cases can be envisioned” does not render a 

statute vague.  Williams, 128 S. Ct. at 1846.  As the Supreme Court pointed out, 

“[c]lose cases can be imagined under virtually any statute,” but that issue is 

addressed by the burden of proof requirement, not the vagueness doctrine.   Id. 

Because this is a facial challenge to the Act, plaintiffs must demonstrate that 

the law being challenged “is impermissibly vague in all of its applications.”  

Village of Hoffman Estates v. Flipside, Hoffman Estates, Inc., 455 U.S. 489, 497 

(1982).  That burden means plaintiffs must demonstrate “that the statute is vague in 

the sense no standard of conduct is specified at all.”  United States v. Nadi, 996 

F.2d 548, 550 (2
nd

 Cir.), cert. denied, 510 U.S. 933 (1993). 

The Act targets a specific commercial use of a commodity (bulk, processed 

data) and is therefore an economic regulation.  As such, it “is subject to a less strict 

vagueness test “because its subject matter is often more narrow, and because 
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businesses, which face economic demands to plan behavior carefully, can be 

expected to consult relevant legislation in advance of action.”  Village of Hoffman 

Estates, 455 U.S. at 498.  Even if the Court were to conclude that the Act‟s 

restriction on the transfer of bulk, processed data is a restriction on protected 

commercial speech, the regulation of commercial speech is not entitled to any 

heightened vagueness review.   See, e.g., United States v. Stansell, 847 F.2d 609, 

616 (9
th

 Cir. 1988). 

The Act is sufficiently specific so that plaintiffs and other entities can 

govern their conduct to avoid violating it.  The Act specifically identifies the 

entities to whom it applies, and defines these entities with generally understood 

terms or by their function.  The Act prohibits the sale or use of prescription drug 

information for any “marketing” purpose when the information identifies a 

prescriber who has filed for confidentiality protection.  The Act also defines 

“marketing.”  Any other use (i.e., other than marketing) is not restricted by the Act.  

See K-S Pharmacies, Inc. v. American Home Prods. Corp., 962 F.2d 728, 731-32 

(7th Cir. 1992) (upholding state law regulating wholesale drug prices against void-

for-vagueness challenge). 

Any confusion by plaintiffs about the Act‟s application to health care 

research is unwarranted.  The Act defines “marketing” in terms of specified 

activities, but then expressly excepts from that definition such activities as health 
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care research, patient care management, and formulary compliance.  The use of 

exceptions is well understood as a matter of statutory construction;  they “operate 

to restrict the general applicability of legislative language.”  2A Singer, Statutes 

and Statutory Construction § 47.11, at 245 (6
th

 Ed. 2000). 

Plaintiffs below questioned how they could tell whether the data they sold 

might be used by another for marketing purpose and how to avoid liability from 

such use.  First, liability for any civil penalty under the Act requires a showing of 

intent.  See 5 M.R.S. § 209.  Second, plaintiffs‟ business is based on contractual 

relationships.  They can readily restrict by contract the use of any data they sell to 

those uses not prohibited by law, as they already do to implement the PDRP and as 

they do with their suppliers.  (Tr. 32, 462-464).  See Sorrell, 2009 U.S. Dist. 

LEXIS 35594, at ** 48-49. 

Even assuming solely for argument‟s sake the Court were to discern any 

vagueness, the fact that the only penalty under the Act is civil and that liability 

requires an intentional violation mitigate any constitutional concern.  The Supreme 

Court has “expressed greater tolerance of enactments with civil rather than 

criminal penalties because the consequences of imprecision are qualitatively less 

severe.”  Village of Hoffman Estates, 455 U.S. at 498-99.  The Supreme Court also 

has recognized “that a scienter requirement may mitigate a law‟s vagueness, 
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especially with respect to the adequacy of notice to the complainant that his 

conduct is proscribed.”  Id. at 499. 

Plaintiffs‟ overbreadth argument is likewise without merit.  Even assuming 

arguendo the Court were to rule that the Act restricts commercial speech, the 

overbreadth doctrine does not apply.  “A statute whose overbreadth consists of 

unlawful restriction of commercial speech will not be facially invalidated on that 

ground – our reasoning being that commercial speech is more hardy, less likely to 

be „chilled,‟ and not in need of surrogate litigators.“  Board of Trustees v. Fox, 492 

U.S. 469, 481 (1989) (citations omitted).  That is, the overbreadth doctrine does 

not apply to facial commercial speech challenges.  Sorrell, 2009 U.S. Dist. LEXIS 

35594, at * 47. 

III. Plaintiffs failed to demonstrate a reasonable likelihood of success on the 

merits of their dormant Commerce Clause claim. 
 

As their final argument to the lower court (not addressed by the court), 

plaintiffs claimed the Act violates the dormant Commerce Clause because it is an 

impermissible “extraterritorial” regulation.
14

  Plaintiffs did not argue that the Act is 

discriminatory or that it is protectionist state regulation designed to benefit in-state 

economic interests by burdening out-of-state competitors, which is the harm 

targeted by the dormant Commerce Clause.  See Grant’s Dairy-Maine, LLC v. 

                                                 
14

  Plaintiffs did not claim the Act violates the dormant Commerce Clause under a 

Pike balancing analysis.  See Pike v. Bruce Church, Inc., 397 U.S. 137 (1970). 



 49 

Comm’r of Maine Dep’t of Agric., Food & Rural Resources, 232 F.3d 8, 18 (1st 

Cir. 2000).  Rather, according to plaintiffs, the Act is an unconstitutional 

“extraterritorial regulation” because it prohibits transactions that allegedly are 

entered into totally outside Maine between two parties that are allegedly located 

totally outside Maine.  This argument mischaracterizes the transactions and 

misstates the applicable law. 

As the district court in Sorrell observed, “[t]he dormant Commerce Clause is 

not a roving license for federal courts to decide what activities are appropriate for 

state and local government to undertake. . . . .”  2009 U.S. Dist. LEXIS 35594, at 

** 53-54 (quoting United Haulers Ass’n v. Oneida-Herkimer Solid Waste Mgmt. 

Auth., 550 U.S. 330, 343 (2007)).  Courts “should be particularly hesitant to 

interfere with the state‟s efforts under the guise of the Commerce Clause,” where, 

as here, the law at issue involves “a field traditionally subject to state regulation.”  

United Haulers, 550 U.S. at 344.
15

 

                                                 
15

  It is open to question whether the “extraterritorial” branch of dormant 

Commerce Clause doctrine exists at all.  Although some litigants have argued that 

the Brown-Forman prohibition on “directly regulating” interstate commerce would 

invalidate any regulation with extraterritorial effect, the First Circuit has noted that 

the Supreme Court has not applied Brown-Forman in that way.  See Grant’s Dairy-

Maine, LLC v. Comm'r of Maine Dep't of Agric., Food & Rural Resources, 232 

F.3d 8, 19 (1st Cir. 2000). 
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The Act has no improper “extraterritorial” application.  Its prohibition 

applies to a “carrier,”
16

 a “pharmacy,”
17

 or a “prescription drug information 

intermediary,”
18

 all defined entities that are located in Maine or have nexus with 

Maine.  These covered entities may not license, use, sell, transfer or exchange for 

value, for any marketing purpose, prescription drug information that identifies a 

prescriber who has filed for confidentiality protection. 

As an initial matter, therefore, as shown by the statutory definitions, only 

persons or entities located in Maine or subject to Maine‟s jurisdiction are subject to 

the Act.  To the extent there is any ambiguity on this issue, the Court should 

                                                 
16

  “Carrier” has the same meaning as in 24-A M.R.S. § 4301-A(3).  22 M.R.S. § 

1711-E(1)(A).  “Carrier” is defined by 24-A M.R.S. § 4301-A(3)(A) as one of 

seven different entities that are licensed by the State of Maine, such as “[a]n 

insurance company licensed in accordance with this Title to provide health 

insurance.” 
17

  “Pharmacy” initially was defined in the Act as a “mail order prescription 

pharmacy” under former 32 M.R.S. § 13702(13) or a “drug outlet” under former 

32 M.R.S. § 13702(10).  Laws 2007, ch. 460.  The definition of “pharmacy” was 

amended later in the 2007 legislative session to conform to amendments that were 

made to the Maine Pharmacy Act during the 2007 legislative session.  “Pharmacy” 

is now defined as “a mail order prescription pharmacy” as defined in 32 M.R.S. § 

13702-A(17) or a “pharmacy” as defined in 32 M.R.S. § 13702-A(24).  22 M.R.S. 

§ 1711-E(1)(F-2).  See Laws 2007, ch. 695 (eff. Apr. 24, 2008). These are entities 

that have Maine nexus and are subject to Maine regulation. 
18

  “Prescription drug information intermediary” means “a person or entity that 

communicates, facilitates, or participates in the exchange of prescription drug 

information regarding an individual or a prescriber.  Prescription drug information 

intermediary includes, but is not limited to, a pharmacy benefits manager, a health 

plan, an administrator and an electronic transmission intermediary and any person 

or entity employed by or contracted to provide services to that entity.”  22 M.R.S. 

§ 1711-E(1)(I).  Only persons and entities located in Maine, or with Maine nexus, 

are covered by the Act. 
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construe the Act to apply only to carriers, pharmacies, and prescription drug 

information intermediaries subject to Maine‟s jurisdiction.  See K-S Pharmacies, 

962 F.2d at 730-31 (rejecting extraterritoriality argument, court construed 

Wisconsin law to apply only to parties subject to Wisconsin jurisdiction).  Thus 

construed, the Act does not apply to parties that are “entirely outside Maine,” as 

plaintiffs allege. 

According to plaintiffs, most (but not all) of their data are acquired from 

pharmacies – primarily the chain-store pharmacies such as Rite-Aid and CVS, 

corporations that operate widely in many states, including Maine.
19

  The data at 

issue is information about prescriptions written by prescribers who are licensed by 

Maine and practice medicine in Maine.  These prescriptions are filled almost 

exclusively by pharmacies located in Maine (or with nexus to Maine) and licensed 

by Maine.  One of these pharmacies is a business that is located exclusively in 

Maine.  (App. 683, 698).  These pharmacies enter the prescription drug 

information into computers located in Maine stores, for the most part.  (App. 816-

817, 831-832).  These same prescriptions are paid for in part by insurance carriers 

located in Maine and licensed by Maine.  The Act will thus regulate entities and 

                                                 
19

  Plaintiffs offered no evidence as to how the rest of their data was acquired and 

whether those transactions occurred “wholly outside” of Maine.  Their facial 

dormant Commerce Clause challenge fails for that reason, alone. 
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transactions that are subject to Maine‟s jurisdiction; it will not control commerce 

that takes place wholly outside of the State‟s borders, as plaintiffs allege. 

Although some of the covered entities (Rite-Aid and CVS-Caremark) also 

have part of their business operations in other states, the Supreme Court has never 

held that a state law impermissibly regulates interstate conduct merely because it 

has extraterritorial effects.  Indeed, contrary examples abound.  See, e.g., Walsh, 

538 U.S. at 668-70; CTS Corp. v. Dynamics Corp. of Am., 481 U.S. 69, 87-88 

(1987) (upholding state anti-takeover law despite extraterritorial effects); Exxon 

Corp. v. Governor of Md., 437 U.S. 117, 125-29 (1978) (upholding law prohibiting 

vertical ownership in gasoline industry even though law had impact on out-of-state 

companies); see also K-S Pharmacies, 962 F.2d at 731-32 (upholding law that 

regulated wholesale drug prices despite extraterritorial impact).  The Supreme 

Court “has never suggested that the dormant Commerce Clause requires 

Balkanization, with each state's law stopping at the border.”  Instructional Sys., 

Inc. v. Computer Curriculum Corp., 35 F.3d 813, 825 (3d Cir. 1994) (upholding 

state law regulating termination of franchise agreements despite extraterritorial 

impact).   

Indeed, Rite-Aid and CVS-Caremark are subject to Maine laws governing 

the dispensing of prescription drugs in Maine, including the collection and security 

of prescription records.  Title 32, M.R.S., Ch. 117.  These pharmacies cannot avoid 
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these laws by routing an electronic copy of their records to their home offices in 

another state and then claim that Maine is trying to regulate commerce occurring 

“wholly outside the State.” 

The Supreme Court in PhRMA v. Walsh rejected a stronger dormant 

Commerce Clause claim than this one.  538 U.S. at 668-70.  PhRMA involved a 

state law that required any manufacturer selling drugs in Maine through any 

publicly supported financial assistance program to enter into a rebate agreement 

with the Commissioner of Human Services.  The statute directed the 

Commissioner to use his or her best efforts to obtain a rebate that would be at least 

equal to the rebate calculated under the federal program, and the rebates would be 

distributed to participating pharmacies to compensate them for selling at 

discounted prices.  All the drug manufacturers‟ operations were outside of Maine, 

and their transactions with wholesalers occurred outside of Maine.  There, the 

plaintiff raised the virtually identical extraterritoriality argument to that raised here.  

Id. at 669.  All nine Justices rejected the claim.  Id. at 668-70, 671, 674-75, 683 & 

684. 

Plaintiffs‟ dormant Commerce Clause argument here rests largely on an 

irrelevant fact -- that the central computers of Rite-Aid and CVS-Caremark are 

located outside Maine.  The electronic prescription data on the computers of Rite-

Aid and CVS were entered on their Maine computers and are still accessible by 
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these Maine computers even after the transfer to plaintiffs of what is, in effect, an 

electronic copy of that data.  (App. 816-818, 831-834).  Moreover, records about 

Maine-licensed prescribers are distinguishable from records about prescribers from 

other states.  Plaintiffs also mischaracterize the location of pharmacies and other 

covered entities by claiming that they are located entirely outside Maine.  Rite-Aid, 

CVS-Caremark, and Anthem Blue Cross and Blue Shield of Maine are 

corporations “located” in Maine and licensed by Maine.  They are also “located” in 

other states.  Again, one of plaintiffs‟ suppliers is a pharmacy business located just 

in Maine.  (App. 683, 698). 

Plaintiffs cannot create a viable dormant Commerce Clause issue based on 

the fact that some of the pharmacies supplying plaintiffs with electronic data are 

routing a copy of that data through their parent company‟s out-of-state computer 

server on the way to plaintiffs‟ out-of-state computers.  Likewise, plaintiffs could 

not create such a claim if these pharmacies made Xerox copies of these 

prescriptions, brought the copies to Pennsylvania, and sold the copies to plaintiffs 

there – allegedly creating “commerce occurring wholly outside” of Maine.  The 

district court in Sorrell rejected an identical challenge by plaintiffs based on their 

transactions with Vermont pharmacies.  2009 U.S. Dist. LEXIS 35594, at **57-58. 

A fundamental principle in Commerce Clause analysis is that “the 

[Commerce] Clause protects the interstate market, not particular interstate firms, 
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from prohibitive or burdensome regulations.”  Exxon, 437 U.S. at 128.  The goal of 

national economic union is not served by such formalisms as the site of the 

hardware serving the pharmacies‟ (or plaintiffs‟) information technology 

operations.   See id. at 127 (Commerce Clause not concerned about “the particular 

structure or methods of operation” of the market in question). 

Plaintiffs rely on the price-tying cases, such as Healy v. Beer Inst., 491 U.S. 

324 (1989), Baldwin v. G.A.F. Seelig, Inc., 294 U.S. 511 (1935), and 

Pharmaceutical Research & Mfrs. of Am. v. District of Columbia, 406 F. Supp. 2d 

56 (D.C. 2005), aff’d sub nom. on other grounds, Biotech Indus. Org. v. District of 

Columbia, 496 F.3d 1362 (Fed. Cir. 2007) (“DC PhRMA”).  Plaintiffs construe the 

rulings in Healy, Baldwin, and DC PhRMA much too broadly. 

Both Healy and Baldwin were cases where, due to the effect of interlocking 

and conflicting regulations in neighboring states, price regulations established in 

one state had the effect of controlling the prices for those goods sold in those 

neighboring states.  Thus, the rulings in those cases involve a state‟s extraterritorial 

regulation of prices.  Similarly, in DC PhRMA, a law sought to control the prices 

of patented prescription drugs sold in the District of Columbia by regulating the 

prices charged by out-of-District wholesalers or distributors.  The court held that, 

as in Healy and Baldwin, the District of Columbia law would have the practical 

effect of “establishing a scale of prices for use in other states.”  Id. at 70. 
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These cases stand for the proposition that a state law that has the practical 

effect of establishing prices for goods or services in other states violates the 

dormant Commerce Clause, but they do not establish the broad rule alleged by 

plaintiffs.  The Maine law does not set the price of any goods in Maine or any 

other state.  The Act simply states that certain types of Maine data may not be sold 

or used by entities that are subject to Maine‟s jurisdiction when the sale or use is 

for any marketing purpose and the prescriber has elected confidentiality.  The Act 

is not an extraterritorial regulation under Healy and Baldwin.  

Finally, because this is a facial challenge, the Court must look only to the 

“facial requirements” of the statute and may not speculate about hypothetical or 

imaginary cases.  Washington State Grange v. Washington State Republican Party, 

128 S. Ct. 1184, 1190 (2007);  see also Field Day, LLC v. County of Suffolk, 463 

F.3d 167, 174 (2
nd

 Cir. 2006)  (“A facial challenge to a statute considers only the 

text of the statute itself, not its application to the particular circumstances of an 

individual.”).  On its face, the Act regulates the actions of regulated entities that do 

business in Maine, and it restricts certain uses of information obtained from 

regulated Maine transactions.  Speculation about the law‟s potential application to 

out-of-state commerce is irrelevant to a pre-enforcement facial challenge.  

Moreover, plaintiffs must show that the law necessarily regulates out-of-state 

commerce in all of its applications to sustain their pre-implementation facial 
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challenge.  See United States v. Salerno, 481 U.S. 739, 745 (1987); United States v. 

Sage, 92 F.3d 101, 106 (2
nd

 Cir. 1996) (applying Salerno standard to facial 

Commerce Clause challenge).  This they cannot do. 

IV. The district court erred in ruling that plaintiffs will suffer irreparable 

harm without a preliminary injunction, and that the “balance of 

equities” and “public interest” prongs of the preliminary injunction test 

weigh in favor of granting preliminary injunctive relief.  

 

To prevail on its motion for a preliminary injunction, plaintiffs must prove 

“immediate and irreparable harm” in the absence of an injunction.  See In re 

Microsoft Corp. Antitrust Litigation, 333 F.3d 517, 530 (4th Cir. 2003) 

(preliminary relief should be denied where harm is “not present or immediate but 

merely problematic, conditioned on possible future events”) (citations omitted). 

Plaintiffs did not carry that burden.   

Plaintiffs have not suffered irreparable harm.  As an initial matter, the Act 

does not affect their First Amendment rights.  Moreover, plaintiffs are national 

corporations (IMS is multi-national) that annually take in hundreds of millions in 

revenue (billions for IMS).  Less than 1% of plaintiffs‟ data comes from Maine 

prescribers.  (App. 702-703).  Plaintiffs have provided no concrete evidence that 

their data will lose its value if some Maine prescribers choose to opt out.  The harm 

to plaintiffs from the Maine Act is nominal.  The lower court erred in ruling to the 

contrary. 



 58 

Finally, the public interest is best served by giving full effect to the duly 

enacted laws of the State.  The Act will greatly benefit the public by limiting 

annual increases in the cost of health care, improving public health, and protecting 

the confidentiality of prescribers.  Plaintiffs, the drug industry, and others can 

continue to use this data for non-marketing purposes, including research, during 

the pendency of the suit and beyond. 

CONCLUSION 

For the reasons discussed above, the lower court judgment should be 

reversed and the preliminary injunction vacated. 
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