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There's an age old adage that is
well-ingrained in the pharmaceuti-
cal industry - “Try it, you'll like it.”
Each day, millions of dollars of free
pharmaceutical samples are given
to physicians in the hopes that the

drugs will be prescribed and ultimately purchased
by patients. Usually, these pharmaceutical sam-
ples are distributed “door-to-door” through phar-
maceutical sales representatives. However, there
are times when it is more efficient and/or cost-
effective for manufacturers to retain wholesale
distributors to accomplish this task. In effect, the
wholesale distributor replaces the sales represen-
tative as the conduit for providing samples.

Here are a few simple ground rules to make this a
successful “union:”

Rule 1:  I like you, but are we a compatible?:
Picking the right wholesale distributor is the most
important step to a good relationship.  And just like
picking a mate, there are some key factors that
every manufacturer needs to consider:

a) Does the wholesale distributor have sufficient
staff and facilities to assure that samples will be
safely stored/distributed?  Can the distributor han-
dle the size of the distribution program in issue?

b) Does the distributor have a secure warehouse
facility that can handle both controlled and non-
controlled substances?  What special safeguards
are in place to protect controlled substances?

c) Does the distributor have an inventory system
that can effectively monitor the number of sam-
ples that are received, shipped, quarantined and
destroyed?

d) Is the distributor licensed to distribute pharma-
ceutical samples in the States where samples are
being shipped?

Step 2:  What do others think?: When making a
choice, it's always nice to get a second opinion
from an objective party. Luckily, the National
Association of Boards of Pharmacy® (NABP®)
serves just this role in helping manufacturers
select wholesale distributors.  Through its Verified-
Accredited Wholesale Distributors® program
(VAWD®), NABP subjects wholesale distributors to
rigorous scrutiny. Only distributors who meet
these high standards are awarded prestigious
VAWD accreditation.

Obtaining the VAWD “seal of approval” is a signif-
icant achievement because some VAWD stan-
dards are stricter than those imposed by the FDA.
For example, Part 203.37(b) of the PDMA1

requires that “significant loss” and
known theft be reported to the FDA
within 5 business days.  However,
VAWD requires that wholesale dis-
tributors report these events within 3
days to both the FDA and the appro-
priate state regulatory agency.

Step 3:  Will you honor and protect me from trou-
ble with the FDA?: By law, pharmaceutical sam-
ples can only be distributed to physicians who are
properly licensed.  The PDMA requires that either
the manufacturer or the authorized distributor of
record verify physician licenses before providing
samples2. While CRM software assists a sales
representative in verifying a physician license
around the time of the face-to-face visit, this is no
guarantee that the physician will be validly
licensed months later.  Using a wholesale distrib-
utor who can do last minute license checks before
shipping samples helps keep everyone out of hot
water with the FDA. 

Step 4: Tying the knot.: It always a good idea to
have a written agreement between two parties.
When is comes to wholesale distributors, the
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agreement should establish that the distributor is
the manufacturer's “authorized distributor of
record.” Having “authorized” status simplifies drug
sampling process somewhat because “authorized
distributors of record” are not required to provide
a drug “pedigree.”3 However, manufacturers are
required to keep up-to-date lists of their “author-
ized distributors of record” and the products they
are authorized to distribute available for inspec-
tion and copying4.

To assure the wholesale distributor's status as an
“authorized distributor of record,” the agreement
between the parties should contain 3 key ele-
ments:

a) A statement that all samples are being sent to
the distributor directly from the manufacturer;

b) A statement setting forth either the time period
during which the distributor will be distributing the
samples or the number of shipments the distribu-
tor will receive from the manufacturer5; and 

c) A statement establishing the scope of the sam-
ples that will be distributed. If the distributor is not
being authorized to distribute the manufacturer's
entire product line, the agreement should identify
the following items relating to the authorized
products:

i) The name of each drug, 

ii) The NDC number for each drug, 

__________________
1
Prescription Drug Marketing Act of 1987 (21 CFR 203 et seq.)

2
21 CFR 203.30 (a) (2)

__________________
3
See 21 CFR 203.50 (a)

4
21 CFR 203.50 (d)

5
See 21 CFR 203.3 (u)
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iii) Dosage form of the drug (i.e., liquid, tablet,
injectable, etc.); and

iv) Strength of the drug6.  

Step 5: That's my stuff. Hands off.: All records
relating to the distribution of pharmaceutical sam-
ples must be retained by both the manufacturer
and distributor for 3 years7. Both parties must
have appropriate retention policies and fast
retrieval systems in place since FDA regulations
require that such records be available for inspec-
tion and copying within 2 business days8. 

Step 6: Can I get you anything, Honey?: As is true
with any successful union, the manufacturer and
distributor need to work together as a team.
Information and documentation must be
exchanged seamlessly. Manufacturers need to
provide sufficient information to distributors who
are not “authorized distributors of record” so that
they can supply a proper drug pedigree.
Manufacturers also need to provide distributors
with a sufficient number of package inserts and
product instructions so that the distributor can pro-
vide the physician with one for each sample
shipped.

Hopefully, following these basic guidelines should
allow the manufacturer/wholesale distributor rela-
tionship to continue “happily ever after.”
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Garineh S. Dovletian, Counsel with Porzio, Bromberg & Newman, P.C. and
serves as Director of Quality Control for Porzio Pharmaceutical Services, LLC

Christopher R. Corallo, Senior Regulatory Analyst with Porzio Pharmaceutical
Services, LLC 

A growing number
of states are requir-
ing pharmaceutical
companies to track
their annual expen-
ditures relating to

marketing activities to comply with annual spend-
ing limits and state reporting requirements.  Since
the passage of Minnesota's marketing disclosure
law in 1993, several other states such as
California, Maine, Vermont, West Virginia, as well
as the District of Columbia, have enacted laws
imposing varying expense limitations and disclo-
sure requirements on companies that market pre-
scription products in those states. Additionally,
currently there are bills pending in approximately
nine states that, if passed, would impose further
expense tracking or disclosure requirements on

companies.  On their face, these statutes appear
to require tracking and disclosure of many of the
same categories of expenses. A closer look, how-
ever, reveals a multitude of differences between
how each state's legislature and the agency
authorized to enforce the statute choose to define
and interpret the requirements. In application,
those differences are presenting significant chal-
lenges for companies in compiling, evaluating,
and ultimately reporting marketing expenses.  The

prospect of more states passing similar legislation
only compounds those challenges.  The following
is an overview of some of the distinctions in the
tracking and reporting requirements under the
various state laws.

Who Must Comply?

When evaluating a company's obligations under a
state marketing law, a company's first step should
be to determine whether its marketing activities
within a state trigger any tracking or disclosure
requirements.  This determination turns upon the
type of product that the company markets within
the state and the nature of the company's busi-
ness.  Simply because a company's business
implicates one state's law does not necessarily
mean that the company's business triggers track-
ing or reporting obligations in other states.

For example, California requires “pharmaceutical
companies” to adopt a Comprehensive

Compliance Program that, among other things,
requires pharmaceutical companies to establish a
specific annual limit on marketing expenses
directed to healthcare professionals (“HCPs”).1

The statutory definition of “pharmaceutical com-
pany” broadly covers not only a manufacturer of
“dangerous drugs,” but also any entity involved in
packaging, labeling, distribution, detailing or mar-
keting.2 In turn, the definition of “dangerous drugs”
includes both prescription drugs and devices.3

Minnesota prohibits a “manufacturer” or “whole-
sale drug distributor,” or its agent, from offering
gifts to an HCP with a combined annual value
greater than $50.4 Unlike California, the
Minnesota limitation on gifts expressly exempts a
medical device manufacturer that distributes
drugs “as an incidental part of its device busi-
ness.”5 In addition to the gift prohibition,
Minnesota's wholesale drug distributor licensing
statute requires “wholesale drug distributors” to
file annual reports disclosing payments and com-
pensation to HCPs.6 For purposes of this statute,
the term “wholesale drug distributor” extends
beyond the common understanding of the term
and encompasses “manufacturers; repackers;
own-label distributors; jobbers; brokers; ware-
houses, including manufacturers' and distributors'
warehouses, chain drug warehouses, and whole-
sale drug warehouses; independent wholesale
drug traders; and pharmacies that conduct whole-
sale drug distribution.”7

Both Maine’s and D.C.'s disclosure laws impose
disclosure requirements on a “manufacturer or
labeler of prescription drugs dispensed in the
[State or District] that employs, directs or utilizes
marketing representatives in the [State or
District].”8 For purposes of those laws, a “manu-
facturer” includes not only the manufacturer of the
prescription drug, but also its “affiliate” or “sub-
sidiary.”9 A “labeler” is an entity or person who
receives prescription drugs from a manufacturer
or wholesaler and repackages those drugs for
later retail sale, and that has a labeler code from
the federal Food and Drug Administration under
21 C.F.R. § 207.20.10

Notwithstanding the virtually identical statutory
language in Maine and D.C., the universe of
affected companies that fall within the scope of
each statute differs. Maine's statute applies to
“any product dispensed with a prescription and

Garineh S. Dovletian Christopher R. Corallo

__________________
6
See 21 CFR 203.3 (u)

7
21 CFR 203.60 (d)

8
See 21 CFR 203.60 (e)

__________________
1 Cal. Health and Safety Code § 119402(d)(1).  
2 Cal. Health and Safety Code § 119400(c).
3 Cal. Health and Safety Code § 119402(a).
4 Minn. Stat. § 151.461 (1993).
5 Id.  
6 Minn. Stat. § 151.47(1)(f).
7 Minn. Stat. § 151.44(b).
8 Me. Rev. Stat. Ann. tit. 22, § 2698-A (2005);  D.C. Code § 48-833.01 (2004).
9 Me. Rev. Stat. Ann. tit. 22, §§ 2697(1), 2698-A(2)(B) D.C. Code § 48-831.02(12).
10 Me. Rev. Stat. Ann. tit. 22, §§ 2697(1), 2698-A(2)(A) D.C. Code § 48-831.02(11).
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covered by a State of Maine pharmacy benefit.” 11

Accordingly, a manufacturer or labeler need not
report expenses that are clearly related exclusive-
ly to a prescription product that is not covered by
a State of Maine pharmacy benefit, but does need
to report marketing expenses relating to over-the-
counter products if such products are covered.12

The D.C. law does not have a similar limitation,
although the definition of “drug” expressly
excludes medical devices and their components,
parts, or accessories.13

Similarly, in West Virginia, manufacturers and
labelers of prescription drugs dispensed in the
state that employ, direct or utilize marketing repre-
sentatives must report advertising costs for pre-
scription drugs. The statutory definition for “drug
manufacturer” and “pharmaceutical manufactur-
er” expressly excludes a wholesale distributor of
drugs and a retail pharmacy licensed under state
law.14

Vermont's disclosure law requires registration and
financial disclosure by “pharmaceutical manufac-
turing companies” and “pharmaceutical mar-
keters.”15 “Pharmaceutical manufacturing compa-
ny” means any entity that is engaged in the produc-
tion of prescription drugs, or any entity engaged in
the packaging, repackaging, labeling, relabeling, or
distribution of prescription drugs. A “pharmaceutical
marketer” refers to a person who, while employed
by or under contract to represent a pharmaceutical
manufacturing company, engages in pharmaceuti-
cal detailing, promotional activities, or other market-
ing of prescription drugs in the state to an HCP. The
definitions of both terms expressly exclude a
wholesale drug distributor.16

What Expenses is a Company
Required to Track?

Upon concluding that the company's business
triggers a state marketing law, the company must
then identify which of its expenditures it must track

What is the Verified-Accredited
Wholesale Distributors 
(VAWD®) Program?

or disclose under that state's law. Companies
must determine, among other things, the type of
recipients and expenses covered by the law and
the type of expenses expressly exempt.
Undertaking this exercise quickly reveals the chal-
lenges that companies face in implementing a
homogenous set of procedures for compiling the
necessary information. 

For example, not every interaction with a person
or entity involved in the healthcare industry will
trigger tracking or reporting requirements under
the applicable state law. California requires com-
panies to track gifts and incentives provided to
“medical or health professionals.” The term “med-
ical or health professional” is limited to: (1) a per-
son licensed by state law to prescribe drugs for
human patient; (2) a medical student; and (3) a
member of a drug formulary committee.17

Similarly, West Virginia focuses on interactions

with “prescribers,” __ physicians and other health
care professionals licensed under state law to

prescribe drugs18 __ and Minnesota focuses on

interactions with “practitioners,” __ individuals
licensed to practice medicine, dentistry, optome-
try, and podiatry, veterinarians, and mid-level
practitioners authorized to prescribe, dispense
and administer prescription drugs.19 Conversely,
D.C., Maine, and Vermont's laws are not limited to
individuals but also include interactions with enti-
ties such as health plans and benefits managers,
pharmacies, hospitals, nursing facilities, clinics,
and other entities licensed to provide health
care.20

Within the general category of marketing interac-
tions with HCPs, the types of expenses that a
company must track or disclose differ from state to
state. For example, California requires companies
to implement an annual dollar limit on the aggre-
gate value of gifts, promotional materials, and
“items or activities” to individual HCPs, but
expressly excludes from that limit payments for
“legitimate professional services” as long as the
payments reflect fair market value.21 District of
Columbia, Maine, Minnesota, and Vermont, how-
ever, all require companies to itemize consulting
fees paid to HCPs by name of recipient, total
amount of payment, and descriptions of nature of
payments. Companies in West Virginia must track
“gifts, grants or payments of any kind” given to
West Virginia prescribers, but need only disclose
the total number of prescribers receiving such

__________________
11 275 Me. Code R. § 2.01 (emphasis added).  
12 Letter Guidance from Maine Department of Health and Human Services (June 13, 2007).
13 D.C. Code § 47-2885.02(3)(D).  
14 W. Va. Code § 5A-3C-3(4)(2004).
15 33 V.S.A. § 2005 (2004).
16 33 V.S.A. § 2005(c)(5).

__________________
17 Cal. Health and Safety Code § 119400(b).
18 W. Va. Code R. § 206-1-2.
19 Minn. Stat. § 151.01(23).
20 Me. Rev. Stat. Ann. tit. 22, § 2698-A (4)(B); D.C. Code § 48-833.03(a)(2). Vermont's disclosure law applies to interactions

with to “any physician, hospital, nursing home, pharmacist, health benefit plan administrator, or any other person in Vermont

authorized to prescribe, dispense, or purchase prescription drugs in this state.”  33 V.S.A. §2005(a)(1).
21 Cal. Health and Safety Code § 119402(d)(1).

Each state has its own Board of Pharmacy or similar
agency responsible for overseeing licensing require-
ments relating to pharmaceutical products. The boards of
pharmacy for all 50 States are members of National
Association of Boards of Pharmacy® (NABP®) - an inde-
pendent, impartial, professional association.

NABP assists its members in developing, implementing,
and enforcing uniform standards in cooperation with
State and Federal Agencies for the purpose of protecting
the public health. NABP designed the Verified-Accredited
Wholesale Distributors® (VAWD®) program to help
address incidences of counterfeit drugs reaching the
public. As NABP President Oren M. Peacock, Jr. noted,
“By requiring wholesale distributors to undergo an objec-
tive, third-party audit of their facilities' practices and pro-
cedures, VAWD accreditation provides an added level of
security.”

VAWD applicants undergo close scrutiny concerning
numerous factors, including:

> Comprehensive compliance review

> Licensure verification (including DEA registration)

> Verification of insurance coverage and 
secured monetary funds

> Criminal background checks for designated 
representatives and other responsible persons

> On-site inspections to determine, among 
other things, whether the storage facility:

- is of suitable construction, secure and 
properly maintained

- has appropriate inventory controls in place 

- has appropriate polices and procedures in place 
to assure the safe handling, storage and disposal
of pharmaceutical products

- has a secure area designated for the storage and
handling of controlled substances

- has appropriate quarantine area for controlled 
and non-controlled substances

Since only entities satisfying these rigorous requirements
can become VAWD accredited, manufacturers who use
VAWD accredited distributors can rest assured that their
pharmaceutical products will be properly handled and
distributed.

Redi-Mail Direct Marketing is a member of an elite group
of pharmaceutical distributors that have received VAWD
accreditation from the NABP. To learn more about the
VAWD process please visit, www.nabp.net.

™
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800,000 US based physicians through Redi-Med Data™ our interactive medical
database system.

Redi-Mail Direct Marketing is a member of the Redi-Direct family of companies.
Headquartered in Fairfield, NJ, Redi-Mail occupies over 170,000 square feet of
secure, state of the art data management and production facilities. The Redi-Mail
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Fax:  973.808.5511

About Porzio, Bromberg & Newman, P.C.

Porzio, Bromberg & Newman, P.C. (“Porzio”) is committed to serving the needs of
the pharmaceutical industry, from regulatory compliance counseling to governmen-
tal affairs, from litigation to real estate and corporate.  During the past five years,
Porzio has provided more services to the pharmaceutical industry than to any other
industry.

Porzio’s dedication to the pharmaceutical industry is evidenced by its active partic-
ipation in the HealthCare Institute of New Jersey, an association of research-based
pharmaceutical and medical technology companies dedicated to advancing the
development and implementation of sound public health and business policies.

To find out more about the various services that Porzio provides, please visit 
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Ph: 973-538-4006 Fax: 973-538-5146.
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lations governing pharmaceutical marketing and sales.  "PPS provides companies
with easily accessible, highly efficient information resources, such as Porzio
Pharmaceutical Digest, Porzio Compliance Modules, Porzio EXP, and ePorzio."

To find out more about the various services that PPS provides, please visit our web-
site at www.porziopharma.com or contact us at our Morristown, NJ location.  
Ph: 973-538-1690 Fax: 973-538-5146.

Additional copies of this publication can be requested through any of the contact
information listed above.

We hope the information provided in this newsletter is helpful. If you have a
perspective or opinion on state regulation and compliance you would like to
share, or other contributions and comments, please contact: 

Sam Barclay at sbarclay@stayinfront.com or 
John Oroho at jporoho@pbnlaw.com

items of value, broken down by the range in which
their annual aggregate receipts fall. Companies in
D.C., Maine, and Vermont, however, must itemize
on their disclosures all expenses associated with
food, entertainment, and gifts exceeding $25.22

Although some states limit their focus on expendi-
tures relating to HCPs, other states also require
disclosure of direct-to-consumer advertising
(“DTC”) expenses directed to residents of that
state.23 But even among the states that impose
such a requirement, there is divergence in appli-
cation. Maine, for example, expressly excludes
expenses associated with DTC advertising pur-
chased for a regional or national market that
includes advertising within the State. Conversely,
West Virginia requires companies engaging in
national or regional DTC to report the proportion-
ate share of the amount spent on advertising in
West Virginia by using population statistics report-
ed by the U.S. Census Bureau.24 Finally, D.C.'s
approach appears to fall in the middle, exempt-
ing national or regional costs if the portion of the
cost attributable to D.C. cannot be reasonably
allocated.25 

Maine and D.C. also require companies to dis-
close the aggregate cost of all employees and
contractors engaged in direct or indirect advertis-
ing or promotion within the respective jurisdic-
tion.26 Both Maine and D.C. impose this reporting
requirement based on virtually identical statutory
language. But Maine's Department of Health and
Human Services has provided further instructions
on calculating aggregate employee and contrac-
tor costs,27 whereas to date the D.C. Department
of Health has not.

In addition to differing disclosure requirements,
some states implement minimum monetary
thresholds for expenses that companies must
track or disclose. District of Columbia, Maine, and
Vermont all exempt from disclosure, expenses of
$25 or less. Neither California nor West Virginia,
however, expressly exempt items of nominal value
from their respective tracking or disclosure require-
ments. Similarly, Minnesota does not exclude
items of nominal value from its annual $50 cap on
gifts to practitioners. Under its disclosure law,
Minnesota, however, does not require reporting of
payments to HCPs that are less than $100.

Is There Any Common Ground?

In light of all the differences between state tracking
and disclosure requirements, companies may be
wondering if there is any uniformity among the cur-
rent state tracking or disclosure laws. All six states
unanimously exempt drug samples intended for
free distribution to patients.28 With the exception of
Minnesota, the remaining states exempt scholar-
ships and other support for medical students, res-
idents and fellows to attend educational or scientif-
ic conferences or seminars if the association spon-
soring the conference or seminar selects the
scholarship recipient. Finally, these five states also
exempt the payment of reasonable compensation
and reimbursement of expenses in connection
with bona fide clinical trials.29

Conclusion

The foregoing is only a sample of the disparities
between the state expense tracking and disclo-
sure laws that are currently in effect. With new leg-
islation potentially on the horizon, reconciliation of
the differing tracking and disclosure requirements
may become even more complicated. Companies
should be mindful of the changing climate regard-
ing state tracking and reporting initiatives and
focus on state law compliance, not only in the
handful of states that currently require it, but also
on the national level. Any procedure or system
that a company ultimately implements to track rel-
evant expenses should be flexible enough to
address the current inconsistencies and accom-
modate future ones as regulation on a state level
becomes more prevalent. 
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__________________
22 Me. Rev. Stat. Ann. tit. 22, § 2698-A (4)(B)(2); D.C. Code § 48-833.03(a)(2); 33 V.S.A. § 2005(a)(4)(C).
23 Me. Rev. Stat. Ann. tit. 22, § 2698-A (4)(A); D.C. Code § 48-833.03(1); W. Va. Code R. § 206-1-3(3.3).
24 W. Va. Code R. § 206-1-3(3.3).
25 D.C. Rule 1801.2(d).
26 Me. Rev. Stat. Ann. tit. 22, § 2698-A (4)(C); D.C. Code § 48-833.03(a)(3).
27 275 Me. Code R. § 2.04-3.

__________________
28 Cal. Health and Safety Code § 119402(2); D.C. Code § 48-833.03(a)(2)(D); Me. Rev. Stat. Ann. tit. 22, §  2698-A(4)(B)(4);

Minn. Stat. § 151.461(1);  33 V.S.A. § 2005(a)(4)(A); W. Va. Code §  5A-3C-13(c)(1).
29 Cal. Health and Safety Code § 119402(3); D.C. Code § 48-833.03(b); Me. Rev. Stat. Ann. tit. 22, §  2698-A(5);  33 V.S.A.

§ 2005(a)(4); W. Va. Code §  5A-3C-13(c)(2).  Although California does not specifically address clinical trials, it generally

exempts all payments to HCPs for “legitimate professional services” as long as the payment does not exceed fair market value.


