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Introduction

Vermont law bans most gifts and requires manufacturers of prescribed products
d including pharmaceuticals, biological products, and medical devices ¢ to register
with the Attorney Ge n e r Qfficédad disclose allowable expenditures made and
permitted gifts given to Vermont Health Care Providers ( \éermont HCPsO &and certain
other recipients. Vermont law also requires manufacturers todisclose the distribution
of samples of prescribed products to Vermont HCPs. Under Vermont law, 6 s amp | e 0
incl udes starter packs, coupons, and vouchers that enable an individual to receive a
prescribed product free of charge or at a discounted price.

Please read this guidance carefully asit reflects any changesin the Of f i ce 0 s
interpretation of the law sincethe Repor ti ng YR¥20216Qulde as ugual,
substantive changes are in bold. This guide must be read in conjunction with
Vermont law, which is available onthe Of f i welesiies We recommend you consult
with counsel regarding questions requiring a nuanced interpretation of the law.

A Note on Preemption

As of January 1, 2012, someof V e r mo didclésare requirements are preempted
by the Physician Payments Sunshine Provision (8 6002) of the Patient Protection and
Affordable Care Act (Pub. L. No.11-148)( t he 0 Sunshi nm shHon, evhile si ond)
the gift ban and samples reporting are not preempted by the Patient Protection
and Affordable Care Act, Vermont may not require manufacturers to disclose those
allowable expenditures and permitted gifts which are required to be reported to the
federal government under the Physician Payments Sunshine Provision of the Patient
Protection and Affordable Care Act.

The federal law is narrower than Ve r mo law id several ways. For one
example, only physicians and teaching hospitals are covered recipients 1 under
the federal law. Therefore, manufacturers must take care to make all non-
preempted disclosures regarding allowable expenditures and permitted gifts.

For Reporting Year 2021, t he SUPPORT for Patients and Communit
expanded the Sunshine Provisionds definition of 0Cu
assistants, nurse practitioners, clinical nurse specialists, certified registered nurse anesthetists,

and certified nurse midwives. Even this expanded ¢
which includes any person authorized to dispense or purchase for d istribution prescribed
products in Vermont. Manufacturers should take steps to ensure to make all non -preempted
disclosures regarding allowable expenditures and permitted gifts.
1
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Manufacturers should continue to report to the Attorney General
any violation(s) of Vermontodés Gift Ban | aw as
of a violation.

Moreover, the federal law doesnot prohibit manufacturers from making
preempted disclosures to states, it simply prohibits the states from requiring
preempted disclosures. At this time, the Attorney General will accept such preempted
disclosures. Manufacturers should indicate on the compliance officer form whether
they intend to submit data that is also being submitted to the federal government for
RY 2021.
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l. Threshold Questions

Covered Manufacturers 0 What companies must comply with Ve r mo rawd s

General Rule

Manufacturers of prescribed products 4 i.e., manufacturers of pharmaceuticals,
biological products, and medical devices, and any other person or company engaged in
the production, preparation, propagation, compounding, processing, packaging,
repacking, distributing, labeling, or marketing of prescribed products for humans o
must comply with the gift ban, and must disclose to the Vermont Attorney General
certain expenditures and the distribution of samples to Vermont health care providers
and certain other institutions and organizations.

Manufacturers must abide by the prescribed products gift ban and disclosure
law regardless of whether the manufacturer is also required to be licensed by the
Vermont Board of Pharmacy.

If a manufacturer has multiple divisions, some of which market prescribed
products to Vermont health care providers and institutions, and some of which do not, the
entire company is bound by the Vermont gift ban and must report allowable
expenditures, permitted gifts, and samples. See pages 19 and 35 for the requirements
regarding subsidiaries.

Wholesale Distributors, Retailers , and Leasing Companies

Wholesale distributors of medical devicesare o manuf acudnder er s 0
Vermont law. Consequently, both the manufacturer and the wholesaler are liable
for complying with Vermont law. Either may report expenditures, in the
ma n u f a c tname,ebut @rsy particular expenditure shall be reported only once.
Wholesale distributors of prescription drugs and biological products, as well as
retailers and pharmacists licensed under Chapter 36 of Title 26, Vermont Statutes
Annotated, arenot 0 ma n u f a c ander the lawd

An entity that doesnot manufacture but is only a retailer of a prescribed product does
not fall under the statute. For example, a retailer of medical oxygen or medical devicesis
not subject to the gift ban and need not report to the Attorney General. However, a
company leasing non-exempt products and/or equipment is subjecttoVer mont 6 s
Prescribed Products Gift Ban and Disclosure law as it is engaged in the marketing and
distributing of non-exempt products. (See 18 V.S.A. § 4631(9)).
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Medical Devices

Manufacturers whose only prescribed products are (1) classified as Class | by
the U.S. Food and Drug Administration, (2) exempt from pre-market notification
under Section 501(k) of the federal Food, Drug and Cosmetic Act, and (3) are sold
over-the-counter without a prescription, arenot 0 ma n u f a ¢ tunder the lawo In
addition, the definition of prescribed product no longerincludes 0 pr escr i pti on
eyeglasses, prescription sunglasses, or other prescription e y e w e Asra result,
manufacturers whose only prescribed products were these items are no longer
manufacturers under the law and need not report.

All other manufacturers @ i.e., manufacturers of both Class | and Class Il
prescribed products and manufacturers of prescription eyewear and other
prescribed products d are 0 ma n u f a c tnder the lanwdéand must report all
expenditures, including those related to Class | devices or prescription eyewear.

The federal definition of 6 d e v iincogorated into Vermont law at 18 V.S.A. §
4631a (a) (12), includes components of medical devices. 21 U.S.C. § 321(h).
Nevertheless, Vermont does not consider a manufacturer of components that are
eventually incorporated into medical devicesto bead ma n u f a dar purpeses @f the
Vermont gift ban and disclosure law unless the manufacturer also fabricates a final
product.

Mergers and Acquisitions

Within 30 days of a merger or acquisition, the resulting manufacturer or
manufacturers shall complete a new compliance officer form to advise the Attorney
G e n e r QGfficedas to who will be responsible for disclosures.

We no longer require an email notification of mergers and acquisitions or accept
a delay in reporting due to any such merger or acquisition. All reporting must be
done in atimely manner.

Each manufacturing entity which was in existence or newly formed during a
reporting period will be responsible for filing disclosures. For example:

1 Company A merges with Company B on June 1 to form Company AB.
Company A and Company B would need to file separate disclosures for the
time period between January 1 through May 31. Then Company AB would
need to file its own disclosures for the time period between June 1 and
December 31.

1 Company A acquires Company B on June 1. Company B would needto file a
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separate disclosure for the period of time between January 1 and May 31.
Company A would file its disclosure for the entire year.

1 Company A acquires Company B and forms new entity C on June 1.
Company A and Company B would need to file a separate disclosure for the
period of time between January 1 and May 31. Company C would file its
disclosure for the entire year.

What are prescribed products ?

AOpr es @rriokdesdd g or device as defined in section 201 of the federal
Food, Drug and Cosmetic Act, 21 U.S.C. § 321, a compound drug or drugs, a biological
product as defined in section 351 of the Public Health Service Act, 42 U.S.C. § 262, for
human use, or a combination product as defined in 21 C.F.R. § 3.2(e),6but doesnot
include dprescription eyeglasses, prescription sunglasses,or other prescription eyewear. 0

A company that manufactures only products that do not fit within the prescribed
product definition above doesnot need to report.

Examples of Prescribed Products: Medical oxygen, acetaminophen, CT scanner,
etc. .

Covered Recipients -- Which recipients fall under Ve r mo Haw®d s

Expenditures from manufacturers of prescribed products to the following
recipients are regulated by V e r mo préséribed products law:

A Vermont health care providers, including health care professionals;

A Academic institutions located in or providing services in Vermont ;

A Nonprofit hospital foundations located in or providing services in
Vermont ;

A Professional, educational, and patient organizations representing or
serving health care providers or consumers located in or providing
services in Vermont ; and

A Members of the Green Mountain Care Board (seethe next subsection).

For purposes of complying with V e r mo didcléssre law, manufacturers do
not have to report expenditures to recipients who do not fall within the above
categories.

Who are Vermont health care providers?

A Vermont 0 h e achrée phr o v i (lHGPY i®a health care professional, a hospital,
nursing home, pharmacist, health benefit plan administrator, or any other person
authorized to dispense or purchase for distribution prescribed products in Vermont. A
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hospital foundation that is organized as a nonprofit entity separate from a hospital is not
an HCP.

A0 heacarefhr of e s ssiany ofahe fllowing:
1. A person who regularly practices in Vermont, and
a. is authorized by law to prescribe or recommend prescribed
products (such as a licensed clinical social worker or a licensed
psychologist), and
b. is licensed or otherwise lawfully providing health care in Vermont;
or
2. A partnership or corporation made up of persons described in 1. above; or
3. An officer, employee, agent, or contractor of a person described in 1. above, or a
partnership or corporation made up of such persons, who is acting in the course
and scopeof employment providing health care to individuals, including nursing
and front office staff.

Neither term includes a person employed solely by a manufacturer of
prescribed products.

Members of the Green Mountain Care Board, established in 2011 as part of
V e r mo healih care reform package, are treated the same as HCPs under
V e r mo Rresoribed Product Law. Members of the Green Mountain Care Board are
assigned numbers for reporting (seepage 21 of this guidance).

The term 0 r e g u practicésyin V e r mowilt réquire somejudgment onthe
part of the reporting entity. An orthopedic surgeon who provides medical care in
Vermont for one week out of every year 0 r e g u practicésyin V e r mo one @ho
practices in Vermont one week one year and another week some years later, under
separate agreements and with no planned interval in between, does not.

If audited, a manufacturer should be able to demonstrate through
documentation how it arrived at the conclusion that a health care professional does
not regularly practice in Vermont.

Location of Expenditure

Note that activities with covered recipients fall under the law whether or
not the expense is incurred in Vermont. In other words, a Vermont HCP is a
Vermont HCP whether or not the expenditure or sampling took place in
Vermont. So, for example:

1 The expense of a hotel room for a Vermont HCP who is on the
faculty of a conference outside Vermont must be reported as an
allowable expenditure.

1 Taking a physician who regularly practices in Vermont out to
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dinner in New Hampshire is a banned gift.
Expenditure  Types

Expenditures regulated by V e r mo préséribed products law fall into four categories:

A Banned gifts (including, e.g., food, compensation for marketing research)
A Permitted qgifts

A Allowable expenditures

A Samples (see Section Ill. for definition)

Expenditures and gifts not permitted by Vermont law are banned. Whether an
expenditure must be reported depends on both the recipient and the nature of the
expenditure. The following is a table of gift ban and reporting requirements
indicating, by category, whether expenditures or gifts are permissible, what the
reporting requirement is, if any, and relevant citations.

[Remainder of this page is intentionally left blank]
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Table of Gift Ban and Reporting Requirements

manufacture(in
which case theris
no covered

exchangdetween
a manufactureand

a recipient);18

V.S.A. §4631a(b)

1)

Health Care Provider Recipients MG .
Recipients
. Reporting Reporting
Expenditure Allowed? Required Required?
Clinical Trials / Research(Seespecialrulesfor reportingclinical trial expenditure®n pagel9.)
Fundingabonafide clinical trial in theform
of (1) grosscompensatioffior theVermont Yes(asCash,
locationor locationsinvolved, (2) direct Check,Credit; Yes(same)18
salarysupportperprincipalinvestigatoland | Yes;18V.S.A. Bonafide Clinical | V.S.A.8§84632(a)
otherhealthcareprofessionalperyearand | §4631a(a)(1)(C) | Trial); 18 (1)(C)
(3) expensegpaid on behalfof investigators V.S.A.8§4632(a)
or otherhealthcareprofessionalpaidto (DA
reviewtheclinicalftrial.
Fundingaresearchprojectof significant
interestor valueto scientistor healthcare Yes(asCash,
professionalén theform of (1) gross Yes;18V.S.A. Check,Credit; Yes(same)18
compensation(2) directsalarysupporiper §4631a(a)(1)(D) | Researclirroject); | V.S.A.84632(a)
healthcareprofessionaland(3) expenses 18V.S.A. (1)(C)
paidon behalfof eachhealthcare 8§4632(a)(1)(A)
professional.
Yes(asCash,
Check,Credit;
Paymenfor other research,including No; 18V.S.A. N/A OtherFMV
marketing surveys. §4631a(c) Payment);18
V.S.A.84632(a)
O(®)
Yes,aslong asthe
researcHirm
Paymenfor completedesearcttonducted | conductedhe
by a syndicatedresearchfirm which research
compensatetCPsduringthecourseofthe | independentlyf N/A N/A
research themanufacturer
andnotasthe
agentof the
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Health Care Provider Recipients

Non-HCP

Recipients*
. Reporting Reporting
Expenditure Allowed? Required Required?
Conferences Seminars/ Promotional
Events/ProfessionalAssociationEvents
Providingdiscount coupon or voucher, for No; 18V.S.A.
conferenceor annuaimeeting , 884631a(a)(5), N/A N/A
' 4631a(b)(1)

Paymenbf honoraria andexpensesf a Yes, provided éﬁz(cisgraesdri]t"
healthcareprofessionakervingin thefaculty | statutory Facult’ Honor,aria N/A
atabonafide significanteducational, requirementsre or Ex )t/anse):LS
medical,scientific,or policy-making met; 18V.S.A. V.S A?§4632(a)
conferenceor seminar. §4631a(a)(1)(B) (i)(A)'
Providingscholarshipor othersupportor thi’ i thr:arlemprl]_ent Yes(asCash,
medicalstudentsresidentsandfellowsto 0 ESC olarship Check,Credit;
attenda significanteducationalscientific,or or othersupports Scholarship/
policy-makingconferenceor seminar of a select'e(?y thg Fellowship);18 N/A
national,regional,or specialtymedicalor 3520:"; Izg%la(b) V.S.A.§4632(a)
otherprofessionalassociation (2') (I-E). (DA

Yes;while not

exemptedrom the

gift banunderthe
Providingscholarshipfor medicalstudents, | statutethe Office Yes(asCash,
residentsandfellows to attendthe will notenforcethe | Check,Credit;
significanteducationalscientific,or policy- | banasit relateso | Scholarship/ N/A
makingconferenceor seminar of an suchscholarships | Fellowship)

institution .

until questionof
permissibilityis
resolvedby
Legislature.

Remainder of this page is intentionally left blank]
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Health Care Provider Recipients

Non-HCP

Recipients*
. Reporting Reporting

Expenditure Allowed? Required Required?

Yes, butpayment

must notgo

directly to artHCP

or pharmacist, Yes(asCash,
Sponsorshipof asignificanteducational,  funding must be Check,Credit; Yes(same);18
medical,scientific, or policy-making used for bona fide Conference V.S.A.84632(a)

conferencer seminaror CME event.

educational purposes
(food may be
provided for all
conference
participants) and all
program content
must be objective
and free of industry
control and not
promote a specific
product 18V.S.A.

8 4631a(a)1)(A).
In order to be
considered a
fisignificant
educational,
medical, scientific,
or policy-making
conference or
seminar 0
program must meet
statutory
requirements
including that the
event must be a
certified CME; 18
V.S.A. §
4631a(a)(A)(14) .

Sponsorship)18
V.S.A.§4632(a)

MDA

(®)

Fair market value payments foromotional
speaking

Yes; 18 V.SA§
4631a(a)(1)(H)

Yes (as Cash,
Check, Credit;
Other FMV
Payment), even if,
at the H(
request, the
payment is made tq
a charity or other
third party,
whether or not the
donation is
attributed to the
HCP by name; 18
V.S.A. § 4632(a)

DA

N/A
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Health Care Provider Recipients

Non-HCP

Recipients*

. Reporting Reporting
Expenditure Allowed? Required Required?
ooy s afto | N L8V A

X §84631a(a)(5), N/A N/A
HCPs at a conferenceseminaror 4631a(b)(1)
professionahssociatiorevent.
Educational Materials
Articles or journals and other educational
items providedto anHCP (peerreviewed Yes(as
academicscientific,or clinical articlesor Educational
journals,brochurespostersor otheritems Yes;18V.S.A. Materials; Yes(same)18
thatservea genuineeducationafunctionand | §4631a(b)(2)(D) | Educational V.S.A.§4632(a)
arefor the benefitof patientswhether Materials);18 (1)(©)
individually, througha practiceor by V.S.A.§4632(a)
distributionat conferencesr seminarsfor (DA
example.
Financial Contributions
Yes(asCash,
No; 18V.S.A. Check,Credit; Gift
Financial contributions to Vermont 884631a(a)(b), N/A to Institution/
recipients other than free clinics. 4631a(b)(1) Organization)18
V.S.A.§4632(a)
(1)(©)
Yes(asCash,
Check,Credit; Gift
Financial contributions to a free clinic. Yes;18V.S.A. to Institution/ N/A
§4631a(b)(2)(H) | Organization)18
V.S.A.8§4632(a)
(1)(A)
No; the Office does
notrequire
reportingof
financial
contributiongto
Financial contributions to national and nationaland
international charitable patient advocacy international
groups or organizationghatservepatients N/A N/A organizationsonly
suchasLeukemiaandLymphomaSaociety, Vermont
SusanG. Komenfor the Cure,andDoctors organizationsor
WithoutBorders Vermontchapters
of nationalor
international
organizationsi8
V.S.A.§4632(a)
1)(©)
Donationsmadeon behalf of an HCP with | No; 18V.S.A.
theH C P knewledge whetheror notthe §8§4631a(a)(5); N/A N/A
donationis attributedto the HCP by name. 4631a(b)(1)
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Health Care Provider Recipients

Non-HCP

Recipients*
: Reporting Reporting
Expenditure Allowed? Required Required?
Food
Dinner at a seminar or conferencatwhich | No;18V.S.A.
themealis organizedandpaidfor by the 884631a(a)(5), N/A N/A
manufacturer. 4631a(b)(1)
Foodto HCP or staff, includingbutnot No. An
limited to thefollowing: lunchprovidedin a No. unless the HCP expendituraghat
doctor'soffice atwhich informationon a reir'nburses the hasbeen
drugis discussed¢offeeanddonutsfor non manufacturer for reimburseds not
prescribingstaffin a physician'sofficein fair market value of apermittedgift or N/A
Vermont;dinnerprovidedin NewHampshire the food: 18 V.S.A. anallowable
to aphysicianwho regularlypracticesn s 46315(a)(5)(B) expenditureand
Vermont;food providedat amanufacturer's (ii), 4631a(b)(1) neednotbe
displayin Vermontotherthanataconference| = reported.
or seminar. However, a
manufacture
should give notice
to our office of the
violation and the
curative action
(theFMV
reimbursement
received)to our
office.
Foodto HCP aspart of fair market value Yes 18V S.A é?ﬁé?éﬁi?er’
compensationpackagefor servicei e.g., 463,1a(a).(15(l—.|) Payment)18 N/A
serviceon advisoryboard,consulting or v Sy A
speaking. §4632(a)(1)(A)
Refreshments including coffeeor other Yes 18V.S.A No' 18V.S.A
shacksat a booth ata conferencer §4631a(b)(2)(K) | §4632(a)(1)(A)(V) N/A

seminar.
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