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I. Summary

This is the eleventh report of Vermont Attorney General William H. Sorrell on Prescribed
Product Disclosures. It is based upon disclosures of activity engaged in during the period of
January 1, 2012, through December 31, 2012' by manufacturers of pharmaceutical, biologic
(e.g., vaccines) and medical device products (e.g., artificial hip, upper extremity prosthesis,
hearing aid, scopes). Vermont’s Prescribed Product Disclosure Law, 18 V.S.A. §§ 4631a, 4632,
requires the Vermont Attorney General to issue an annual report about the disclosures.?

This report reflects some recent amendments made to Vermont’s law in 2009 and 2011.
Most notably, the report reflects the 2009 amendment requiring manufacturers to disclose
information regarding the distribution of samples of prescribed products to health care providers
in addition to expenditures and gifts (hereinafter, expenditures and gifts are referred to
collectively as “expenditures™). Finally, the report reflects two 2011 changes: one requiring
manufacturers to report information about the distribution of over-the-counter product; the other
exempting manufacturers of prescription eyewear from having to report.

Samples disclosures may only be reported to the public in aggregate form. Thus, while
expenditure disclosures have been posted along with this report on the Attorney General’s
Website: www.atg.state.vt.us, samples disclosures have not.

As always, changes in the law complicate the comparison of data from year to year.
However, amendments have been accounted for in the summary below and in the accompanying
tables to the extent possible. Note that because manufacturers are not required to disclose the
dollar value of samples, dollar values continue to reflect expenditures only; samples are reported
only by quantity.

Manufacturers, Expenditures and Samples

" Until 2012, manufacturers disclosed expenditures and gifts by fiscal year (July 1 through June 30 of the next
calendar year). The 2011 report reflected the transition to reporting by calendar year, which is the schedule for
reporting to the federal government under the Physician Payments Sunshine Provision (§ 6002) of the Patient
Protection and Affordable Care Act (Pub. L. No. 11-148), by combining data from the last six months of the FY11
reporting period (January 1, 2011 through June 30, 2011), and the entire six-month 2011 reporting period (July 1,
2011 - December 31, 2011). The Attorney General chose to report on a twelve month period of expenditure and gift
disclosures, notwithstanding the truncated 2011 reporting period, in order to facilitate comparison with prior, and
future, reporting years.

2 The information that forms the basis of this report comes solely from the disclosures of prescribed product
manufacturers; the recipients of the disclosed gifts, expenditures, and samples have not had the opportunity to
review the disclosures or confirm their accuracy. Moreover, by publishing the disclosures, the Attorney General
makes no representation as to their accuracy or the legality of the underlying conduct.



According to the disclosures corresponding to the activity that took place in calendar year
2012, 187 manufacturers reported spending approximately 7.6 million dollars and distributing
nearly 73,000 samples to Vermont health care providers, institutions and organizations.> Only
18 manufacturers had expenditures greater than $100,000, and 132 manufacturers had either
expenditures of less than $20,000 or no expenditures at all. Only 7 manufacturers distributed

3,000 or more samples, and 105 manufacturers disclosed no sample activity at all. Exhibits 1a
and 1b.

Expenditures on pharmaceutical products accounted for more than 5.3 million dollars of the
7.6 million dollar expenditure total, and were made by 75 manufacturers. Thus, 40% of the
manufacturers accounted for more than 70% of expenditures. Exhibits 3 and 4.

As in years past, expenditures for pharmaceuticals dominated the percent of total dollars
reported (62% as compared with 18% for medical devices and 14% for biologic products).
. However, for the third reporting period in a row, more than half of the total number of
expenditures were associated with medical devices (59% as compared with 34% for
pharmaceuticals and 5% for biologic products). Exhibit 2.

Pharmaceuticals also dominated the percent of the total number of samples distributed (87%
as compared with 11% for medical devices and 0.1% for biologic products). Exhibit 2.

The 2012 pharmaceutical expenditure total of more than 5.3 million dollars may appear to
exceed even the highest annual level of spending reported in FY04. However, excluding
payments made on clinical trials and research, expenditures which were not reported until FY 10,
puts 2012 expenditures at approximately 1.2 million dollars, the lowest level of pharmaceutical
marketing expenditures reported in FY04 through 2012. Exhibit 3.

Of the 187 disclosing manufacturers, 83 reported expenditures of exclusively medical
devices and biologics, and 29 reported only sample distribution. Exhibit 4.

The number of manufacturers reporting pharmaceutical expenditures for 2012 (75) dropped
from the level reported in 2011 (77), as did the number of manufacturers that reported
expenditures related exclusively to non-pharmaceutical products (83'in 2012 as compared with
104 in 2011) and the total number of manufacturers reporting expenditures (158 in 2012 as
compared with 181 in 2011). The total number of expenditures also dropped to 5,059 in 2012
from 6,179 in 2011. The 5,059 figure represents a 68% decrease from a high of 15,880
expenditures in FY08, and constitutes only about 7% of the incidence of expenditures and
samples in 2012 combined. In other words, roughly 93% of all 2012 reports were for samples;
this figure is consistent with 2012, in which 94% of all reports were for samples. Exhibits 4 and
5.

Pfizer was the only manufacturer among both the five manufacturers with the highest total
expenditure dollars and the five manufacturers with the highest sample distribution during 2012;
Pfizer had the second highest expenditure dollar total, and the fourth highest sample total. The
five manufacturers with the highest total expenditure dollars during 2012 were: (1) Eli Lilly, (2)
Pfizer, (3) Genentech, (4) Forest Laboratories, and (5) Merck, Sharp & Dhome. The five

’ In 2012, 158 manufacturers reported having made $7,629,644.67 in expenditures, and 82 manufacturers reported
having distributed 72,755 samples.



manufacturers with the highest sample distribution during 2011 were: (1) AstraZeneca, (2)
GlaxoSmithKline, (3) Eli Lilly, (4) Pfizer, and (5) Forest Pharmaceuticals (a subsidiary of Forest
Laboratories). Exhibit 6.

The percentage of samples reported by the top five manufacturers by samples distribution, as
compared with the total number of samples reported was 49% as compared with 44% in 2011.
Similarly, the five manufacturers with the greatest expenditure dollars in 2012 account for 47%
of total expenditure dollars as compared with 45% in 2011, Both the 2011 and 2012 expenditure
figures are consistent with levels reported in FY09 and FY10; in FY09 and FY 10, the top five
manufacturers by expenditure dollars were responsible for 47% of total expenditure dollars, a
decrease from prior levels of 52% (FY08) and 56% (FY07). Exhibit 6.

Recipients

Approximately 66% of the dollar value of expenditures made in 2012, or 5 million dollars,
went to clinical trials and research. Of the balance, recipients of the highest percentage of
expenditure dollars in 2012 were doctors and recipients in the aggrega‘[e4 (11% each), hospitals
or clinics (5% total) and academic institutions (4%). Exhibit 7.

Roughly 77% of samples distributed in 2012 went to doctors. Of the balance, recipients of
the highest percentage of samples distributed in 2012 were reported as having been received by
other health care providers and other prescribers (9% each) and pharmacies, pharmacists or
pharmacy technicians (4% total). Exhibit 7.

Excluding expenditures made in connection with clinical trials, the number of health care
providers receiving $3,000 or more dropped from 65 in 2011 to 60 in 2012. However, this figure
still represents an increase of 36% from the corresponding FY 10 figure (44). In contrast, the
total dollars received by this group dropped to approximately $900,000 from 1.3 million dollars
in 2011, a 31% decrease in just one year. A total of 43 health care providers received 250 or
more samples in 2012, a figure 17% lower than the 52 in 2011. Exhibits 8a and 8b.

The greatest amount of expenditures to the 50 health care providers who received $3,000 or
more in 2012 went to doctors specializing in cardiovascular disease, for a total of over $125,000.
In addition to this group, health care providers who received $3,000 or more individually and
over $50,000 as a group were doctors identifying their specialties as orthopedic surgery, internal
medicine and emergency medicine. The greatest amount of samples to the 43 health care
providers who received 250 or more samples went to doctors specializing in internal medicine.
In addition to this group, health care providers who received 250 or more samples individually
and more than 500 as a group were doctors identifying their specialties as family practice, critical
care medicine and cardiovascular disease, as well as physician assistants and advanced practice
registered nurses. Exhibits 8a and 8b.

Excluding expenditures associated with clinical trials, the largest amount of expenditures
associated with any single individual recipient in 2012 was approximately $126,000 to a doctor

* The Attorney General’s Office allows manufacturers to elect to report permitted gifts with-a fair market value
below $25 as having gone to all Vermont health care providers and institutions in the aggregate. The overwhelming
majority of aggregate spending is related to educational materials.



specializing in cardiovascular disease, well over a third of which was for consulting work. The
total €xpenditures for that individual are slightly lower than the total received by the recipient
with the highest expenditures in 2011 (approximately $143,000 to a neurologist) and FY11
(approximately $149,000 to a radiologist). Six out of the ten practitioners who were associated
with the highest receipt of samples in 2012 were doctors specializing in internal medicine.
Exhibits 9a and 9b.’

Products

The top fifty products by expenditure dollar totals (including clinical trials) were associated
with between $43,000 and 1.2 million dollars each in expenditures in 2012, for a total of nearly 7
million dollars (roughly 69% of overall spending). Of'those, 33 (66%) were pharmaceutical
products, 6 (12%) were medical devices, and 11 (22%) were biologics. The top ten products by
expenditure dollars for 2012 were all pharmaceutical, and accounted for approximately 4.1
million dollars in spending (including expenditures for clinical trials), or approximately 54% of
overall spending. The top ten products by expenditure dollars for 2012, and their manufacturers
and indications, were as follows:

Rank Product Manufacturer Product Type Indication
1. Solanezumab Eli Lilly Pharmaceuticals | Alzheimer's Disease
Merck Sharpe &
2. Vytorin Dhome Pharmaceuticals | Hyperlipidemia
3. Aprela Pfizer Pharmaceuticals | Rheumatoid Arthritis
4.Vanutide
Cridificar Pfizer Pharmaceuticals | Alzheimer's Disease
Chronic Obstructive
5. Tudorza Forest Laboratories Pharmaceuticals | Pulmonary Disease
6. Aubagio Genzyme Pharmaceuticals | Multiple Sclerosis
7. Ampyra Acorda Therapeutics Pharmaceuticals | Multiple Sclerosis
8. Bapineuzumab | Pfizer Pharmaceuticals | Alzheimer's Disease
Idiopathic Pulmonary
9. PIrfenidone InterMune Pharmaceuticals | Fibrosis
Takeda
Pharmaceuticals
10. Alogliptin America Pharmaceuticals | Type 2 Diabetes

Exhibits 2 and 10a.

* Vermont’s Prescribed Product Gift Ban and Disclosure Law requires the Attorney General to include in his annual
report “the amounts expended on the Green Mountain Care board.” 18 V.S.A. § 4632(a)}(5)(A). No expenditures
were disclosed as having been received by any member of the board in 2012.
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The top fifty products by sample distribution were associated with the distribution of
between 390 and 4,300 samples each. Of'those, 46 (92%) were pharmaceutical products and 4
(8%) were medical devices. No biologic products were sampled more than 390 times. The top
ten products by sample totals for 2012 accounted for approximately 28,000 samples, or 39% of
overall samples distributed in 2012. The top ten products by total number of samples distributed
in 2012, and their manufacturers, product types and indications, were as follows:

Rank Product Manufacturer Product Type Indication

1. Cymbalta Eli Lilly Pharmaceuticals | Depressive Disorder

2. Viibryd Forest Laboratories Pharmaceuticals | Depression

3. Advair ‘| GlaxoSmithKline Pharmaceuticals | Asthma

4. Abilify Bristol-Myers Squibb Pharmaceuticals | Schizophrenia
Forest Pharmaceuticals, (a

5. Bystolic subsidiary of Forest Pharmaceuticals | Hypertension
Laboratories)

6. Cialis Eli Lilly - Pharmaceuticals | Erectile Dysfunction

7. Crestor Astrazeneca Pharmaceuticals | Hyperlipidemia

8. Nexium Astrazeneca Pharmaceuticals G?stroesophageal Reflux

Disease
9. Symbicort Astrazeneca Pharmaceuticals | Asthma
10. Namenda Forest Laboratories Pharmaceuticals | Alzheimer’s Disease

Exhibits 2 and 10b.

Although no products are in both the top ten by expenditure dollars and samples, seven
products were among the top 50 products by both expenditure dollars and samples: Daliresp,
Januvia, Namenda, NovolLog, Viibryd, Vytorin and Zetia. Exhibits 10a and 10b.

Looking only at the 50 products with the greatest expenditures, including expenditures on
clinical trials and research, the most prevalent indication was Alzheimer’s, which was associated
with more than 1.7 million dollars in expenditures. The second through fifth most prevalent
indications were Hyperlipidemia (over 1 million dollars), Rheumatoid Arthritis (over $800,000),
Diabetes (over $500,000) and Multiple Sclerosis (nearly $500,000). Of all five, only
Alzheimer’s Disease was not among the top five indications in both FY11 and 2011. Exhibit
11a.

Looking only at the 50 products with the greatest number of samples, the two most
prevalent indications by a considerable margin were Depressive Disorder and Asthma, which
were associated with over 7,000 samples each. Samples for products with the third through fifth
most prevalent indications in 2012 were: Erectile Dysfunction (over 5,000 samples), Bipolar
Disorder and/or Schizophrenia (over 4,500 samples) and Hyperlpidemia (over 4,200 samples).
Exhibit 11b.

Seven indications were among the primary indications of both the top 50 products by
expenditures and samples: Alzheimer’s, Depression, Hyperlipidemia, Diabetes, Chronic
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Obstructive Pulmonary Disease, Bipolar Disorder and/or Schizophrenia and Hypertension.
Exhibits 11a and 11b.

Nature and Purpose of Expenditures

Approximately 85% of all expenditures in 2012 were in the form of cash or check to
recipients, a proportion consistent with the 2011 and FY11 figures (81% and 85%, respectively).
Approximately $800,000 dollars of 2012 expenditures took the form of educational materials; as
a percentage of total expenditures (11%), this figure is roughly consistent with prior reporting
periods (11% in FY10, 12 % in FY11 and 15% in 2011). In 2012, manufacturers loaned 179
medical devices to 28 recipients (consistent with the 170 medical devices to 32 recipients in
2011). Per Office guidance, no value is placed on the loan of medical devices. Exhibit 12.

Manufacturers reported that the purpose of roughly 3.7 million dollars (or 49%) of 2012
spending was for clinical trials. This is a marked increase from the 2011 totals (2.5 million
dollars (or 33%)). Manufacturers also reported spending nearly 1.3 million dollars on research
projects (17%), more than $800,000 on educational materials (11%), and more than $350,000 on
consulting (5%). Exhibit 13.

Clinical Trial Expenditures

Manufacturers reported that the 3.7 million dollars spent on clinical trials were associated
with 561 separate expenditures to 37 recipients. In addition, manufacturers disclosed that they
funded 50 additional clinical trials in Vermont during the last half of 2011; under the delayed
disclosure scheme laid out in the statute, manufacturers will disclose the details of those clinical
trial expenditures at a future date.’ Exhibits 13, 14a and 14b.

Samples

Of the approximately 73,000 samples distributed in 2012, more than 53,000 (73%)
contained product, more than 17,000 (23%) contained vouchers or coupons for free or reduced
price product, and nearly 8,000 (11%) contained other items, such as educational materials, non-
prescribed items and cases/holders. Approximately 4,200 (6%) samples included two or more
kinds of items (product, vouchers or other), while about 900 (1%) contained all three kinds of
items. While overall distribution of samples was considerably lower in 2012 as compared to
2011 (over 73,000 in 2012 compared with nearly 106,000 in 2011), at least 28,000 of the 2011
samples were associated with prescription eyewear, a category of product that was largely
exempt from reporting for the first time in 2012. Exhibit 15.

II. Description of Vermont’s Prescribed Product Gift Ban and Disclosure Law

® Manufacturers also reported having épent an additional approximate amount of $443,000 on five clinical
trials during calendar years 2007 through 2010; those expenditures were eligible for delayed disclosures for the
reporting periods corresponding to those expenditure dates.
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The Vermont Legislature enacted the Pharmaceutical Marketing Disclosure Law in 2002, and
amended it in every year between 2004 and 2011 with the exception of 2008. In 2009, the
legislature mandated reporting of expenditures for biologics and medical devices, as wellas
expenditures relating to clinical trials and research, both effective with the FY 11 report. The
legislature also mandated reporting of the distribution of samples effective with the 2011
report. The law is now known as the Prescribed Products Disclosure Law. Only minor
amendments were made to the law in 2010 and 2011,

The law in effect for the activity described in this report required manufacturers of prescribed
products to report to the Vermont Attorney General’s Office “the value, nature, purpose, and
recipient information” of allowable expenditures and permitted gifts and the “recipient, number
of units, and dosage” of samples distributed to Vermont health care providers and institutions.

18 V.S.A. §§ 4632(a)(1), (2).

Many kinds of expenditures are banned in Vermont. In particular, the law bans
manufacturers from giving gifts (including food), defined generally as “anything of value
provided to a health care provider for free.” 18 V.S.A. §§ 463 1a(a)(5), (b)(1). Only the
allowable expenditures and permitted gifts detailed as follows are exempt from this ban:

Allowable Expenditures:

e some payments associated with qualifying conferences or seminars

e some expenditures associated with qualifying clinical trials and research projects

e payment or reimbursement of reasonable expenses associated with technical training on
medical devices

e royalties and licensing fees

e payments related to interviews for an employment opportunity or for health care services
for employees

e other reasonable economic benefits provided at fair market value

18 V.S.A. § 4631a(a)(1).

Permitted Gifts:

e samples of prescribed products or reasonable amounts of some over-the-counter products
for free distribution to patients

e short-term loans of medical devices

e reasonable quantities of medical device demonstration or evaluation units

e educational materials

o scholarships for medical students, residents and fellows to attend qualifying conferences
or seminars

* rebates and discounts for prescribed products provided in the normal course of business



o FDA-approved drug labels

e free prescription or over-the-counter product or financial donations given to free clinics
. pfeséribéd p;orducts' distributed ;[hrdﬁgh manufacturer pétient assistance programs .

e some fellowship salary support payments

e coffee or other snacks or refreshments at a booth at a conference or seminar

18 V.S.A. § 4631a(b)(2).

The following allowable expenditures and permissible gifts were exempt from disclosure in
2012:

royalties and licensing fees

rebates and discounts for prescribed products

certain payments relating to clinical trials

interview of applicants or health care expenses of employees

coffee or other snacks or refreshments at a booth at a conference or seminar
certain loans of medical devices resulting in a purchase or lease of the device
prescribed products distributed through patient assistance programs

O 0O O 0O 0O 0O ©

18 V.S.A. §§ 4632(2)(1)(A), (a)(1)(B).

In 2009, the legislature eliminated the trade secret exemption which manufacturers had been
permitted to claim in the past. However, disclosures of the distribution of samples as well as
other product may only be reported to the public in aggregate form. 18 V.S.A. §§ 4632(a)(1)(B),
(a)(1)(D), (a)(5). Thus, while expenditure disclosures have been posted along with this report on
the Attorney General’s Website: www.atg. state.vt.us, disclosures of the distribution of samples
and other product have not.

1. Enforcement

Vermont’s Prescribed Product Gift Ban and Disclosure Law requires the Attorney
General to include in this annual report “[i]nformation on violations and enforcement actions”
brought pursuant to the statute’s enforcement provisions. 18 V.S.A. § 4632(a)(5)(B). During
2012, the Attorney General conducted dozens of investigations into potential violations of both
the gift ban and the disclosure law. To date, the Attorney General has entered into 25
settlements resulting in payments to the state of $61,250.00; each of the 25 settlements resolved
violations that were self-reported. Copies of the settlement documents can be found on the
Attorney General’s Website: www.atg.state.vt.us
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Exhibit 3: Total Expenditures, FY04-2012

$9,000,000.00

$8,000,000.00

$7,000,000.00

$6,000,000.00

$5,000,000.00

$4,000,00000 -+

$3,000,000.00
$2,000,00000

$1,000,000.00

$0.00

¢ Other Expenditures

® Biologic and Medical
Device Expenditures

® Phamaceutical
Expenditures on Clinical
Trials and Research

FYod

$4,026.576.24

FYO05 $2,196,592.26
FYO06 $2,367,604 .33
FYO07 $3,139,584.63
FYO08 $2,943,321.38
FY09 $2,599,589.00

FY 10 Pharmaceutical Expenditures, Excluding Clinical Trials and Research

$1,835,101.79

|[FY10 Pharmaceutical Expenditures

$3,973,654.69

FY 10 Biologic and Medical Device Expenditures

$855,914.49

FY10 Total Expenditures

$4,829,569.18

FY 11 Pharmaceutical Expenditures, Excluding Clinical Trials and Research

$2,183,451.56

FY 11 Pharmaceutical Expenditures

$3,952,608.42

FY 11 Biologic and Medical Device Expenditures

$1,672,282.65

FY11 Total Expenditures

$5,624,891.07

2011 Pharmaceutical Expenditures, Excluding Clinical Trials and Research

$2,980,770.44

2011 Pharmaceutical Expenditures $5,111,507.63
2011 Biologic and Medical Device Expenditures $2,142,179.29
2011 Other Expenditures $249,504.77

2011 Total Expenditures

$7,503,191.70

2012 Pharmaceutical Expenditures, Excluding Clinical Trials and Research

$1,201,726.21

2012 Pharmaceutical Expenditures

$5,357,720.50

2012 Biologic and Medical Device Expenditures

$2,235,785.67

2012 Other Expenditures

$36,138.50

2012 Total Expenditures

$7,629,644.67

Exhibit 3
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