Position paper of the National Coalition of Pharmaceutical Distributors (NCPD)

SUMMARY
This document announces the formation of a new association, the National Coalition of
Phar maceuti cal Distributors (hereaft espectve—NCPD

members, and explains why there is an urgent need to re-examine state and federal
regulations that are transforming how pharmaceutical products are distributed in the United

States. These regulations include how State Boards of Pharmacy license pharmaceutical
wholesalers within their borders, and how the U.S. Federal Drug Administration plans to

i mpl ement <certain rules under the 1988 Prescri
these governmental actions have been energized in recent years to address shortcomings in

the safety and accountability of pharmaceutical distribution in the United States.

It is the contention of NCPD that the overall effect of these regulations will be to make
pharmaceutical distribution more expensive, exacerbating the problem of rising healthcare
costs. Furthermore, because of exemptions being written into the regulations, a false sense
of security is being created that may in fact make pharmaceutical distribution less
accountable and less safe.

The members of NCPD are primarily small, independently owned specialty distributors. Some

of them operate nationally, but many are reglonal or local firms. NCPD members serve a
critical role in today’s pharmaceuti cal di stri
of products are available at a reasonable price wherever and whenever they are needed.

It is the further contention of NCPD that the business impact of new licensing and PDMA
rules will be to burden small distributors inequitably (due to the exemptions for large
distributors), and may drive many of them out of business. As the U.S. pharmaceutical
distribution business becomes more rigid and concentrated, the American consumer may find
that drug prices will increase and their availability may become constrained.

BACKGROUND

Pharmaceutical distribution

Most people expect that the pharmaceuticals th
offices come from the manufacturer to those outlets, but this is frequently not the case. Most

of the time, manufacturers sell their products to wholesalers, who then distribute them to the
estimated 144,000 outlets in the United States [1]. In this fashion, manufacturers are
generally relieved of the burden of servicing tens of thousands of outlets, while wholesalers

can focus on serving those outlets, and not on the complexities of drug research or
manufacturing.

The U.S. Food and Drug Administration (FDA) oversees both the manufacture of drug
products, and many aspects of their distribution. By and large, however, FDA does not
regulate hospitals or pharmacies. There are national organizations, such as the Joint
Commission on Accreditation of Healthcare Organizations and the National Association of
Boards of Pharmacies, and state Boards of Pharmacy for pharmacies and pharmacists, and
medical boards for physicians. As drugs move from the manufacturer to their outlets,
regulation of them overlaps across several governmental and professional organizations.



There are many types of pharmaceutical customers besides the corner drug store that most
consumers are familiar with. A partial list would include:

Hospital pharmacies

Long-term care facilities

Mass merchandisers and supermarkets
Clinics and doctor
Veterinarians

Home-based drug delivery

Mail-order pharmacies

s offices
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Each of these —channelsl has different require
and there are different pricing and servicing patterns in most cases.

Pharmaceutical and related products

The products that the pharmaceutical industry (as well as related industries such as
biotechnology, nutrition products and others) produces are quite diverse. It is estimated that
there are 11,000 —ethicall phar maceuti cal pro
intervention in providing) regulated by FDA [2]. These ethical products alone come in dozens

of different packaging sizes or formulations, raising the total to 40,000 or more. In addition,
there are thousands of —over the counterll (OTC
medications, which donotr equi re a pharmaci st’s interventio
types of medical devices (many of which are regulated by FDA), such as blood monitors for

diabetes, syringes and the like.

Pharmaceutical supply chain

The tens of thousands of products, and tens of thousands of locations for obtaining products,
require complex logistics and distribution operations. To this complexity one must add the
special handling requirements of many products (such as vaccines that need to be kept
refrigerated), and the paperwork necessary for approving, delivering and paying for products.
These supply chain issues are the responsibility of pharmaceutical wholesaler-distributors.

Over the past twenty years or so, the pharmaceutical supply chain has become tremendously
concentrated, with an estimated 90% of all wholesaled products being handled by three firms.

These firms, together with a dozen or so smaller companies (but still quite large in their own
right) are —ful/l ' i nell di st r iateutitabproslucts. Hawveverc ar r y
although a high percentage of products pass through these firms, the firms do not handle all

or nearly all of the subsequent distribution.

For many reasons, these full-line distributors can not, or choose not, to handle all types of
deliveries to all types of retail outlets for pharmaceuticals. The outlets might be remote
geographically from the distribution centers of the large firms; the products might require
special handling that is not easy for the large firms to do; or they may charge fees for
delivering products that are higher than the retail customers are willing to pay. These
situations create the need for the services of independent specialty distributors (ISDs). As
much as anything else, ISDs give retail outlets a choice as to how they are supplied. They
exist for the same reasons that small neighborhood grocery stores exist next to large
supermarkets—they provide convenience, higher-quality service, often at better pricing than
their big competitors. Historically, most distribution used to be handled by ISDs, which tend to



be regional or local firms, often privately held family firms. The change has been that many of
these firms have now been consolidated into the large firms.

NCPD has been created to address the needs of independent specialty firms. ISDs struggle
to stay in business in the face of intense competition from large, well-funded full-line
distributors. Many of their customers are very loyal because they provide better service than
the customers can get from the large distributors. The competitive situation comprises the
usual trade-offs of the American free-enterprise system. Now, however, the changing
regulatory framework threatens the very existence of the independent specialty distributors.

REGULATORY PICTURE

Federal PDMA Rules

The principal law that governs the pharmaceutical distribution system is the Prescription Drug
Marketing Act (PDMA) of 1988, as amended [3]. Among other things, PDMA mandates that
pharmaceuticals must be followed through the distribution system by a record of their prior
ownership or -ehain of custody.l Commonl y r ef epedeée dr & e, &-cf-tuatodg-
paperwork shows complete information of each sale of each pharmaceutical, including dates
of transfer, lot numbers, expiration dates, invoice numbers, company names, addresses,
license numbers, and so forth.
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FDA i mposed a stay on PDMA’'s pedigree regul at:i

and among certain trading partners, pedigree rules were followed, including by ISDs. In June
of this year, FDA announced a lifting of the PDMA pedigree stay, indicating that it would
adopt the rules unchanged from when they were revised in 1999. This decision, which does
not acknowledge the changing environment of pharmaceutical distribution, will create
enormous hardship for ISDs.

AAut horized Distributoro definitions

"PDMA was written on the assumption that the system of distribution in the United States
comprised only three principal stakeholders: the manufacturer, the authorized distributor
which purchases directly from the manufacturer, and finally the dispensing facility (the

hospital, pharmacy, clinic, etc. that dispenses to the consumer).” An —aut hori zed di

has an agreement, in writing, from a pharmaceutical manufacturer that it is authorized to
di stribute the manufacturer’s product s.

The problem is that the reality of the pharmaceutical distribution system has never matched
PDMA’ s -stakehokler assumption, even in 1988. In fact, for decades, there have been
four principal stakeholders in the United States pharmaceutical distribution industry: the
manufacturer, the authorized distributor, the specialty distributor, and the dispensing facility.

Further complicating matters, since the inception of PDMA 18 years ago there has been

confusion as to the exact definit i on of —aut hib@D)z &MdA gdidasce hasbut or

frequently been contradictory. The industry itself established a status quo system of
determining AD status. A distributor was considered to be an AD if:

1. The distributor had made 12 purchases from the manufacturer in the preceding 12 months;
or
2. The distributor has a written agreement in place with the manufacturer.



If a given distributor could demonstrate that they met either or both of these requirements,

they could then.clAsi motARl satbatvies the pedigrec
PDMA requires that all prescription pharmaceutical transactions be accompanied by chain-of-

custody paperwork, either going to the AD, or to the manufacturer. The status quo entitles

any di stributor wi t h —AD statusl t o I i st t ho
Distributors. Therefore, if an AD did not purchase directly from the manufacturer, they were

not required to provide any paperwork beyondpr oof of t heiisassuAddthatd at us .
distributor who hasa di rect rel ationship with a given me
stamp of approval. It also enables any entity with —AD statusl
manufactur er ' sut pupplyidgu the complete hpedigree going back to the
manufacturer. This opens a loophole in the distribution system. In fact, several years ago, this

exact loophole allowed thousands of vials of counterfeit critical cancer medicines to enter the

U.S. drug supply. [4]

Industry actions

The FDA itself has had problems rectifying ¢t
distribution industry and the PDMA itself. The dichotomy is as follows: the way the PDMA

and the Final Rule are written, an AD can continue to practice business legally, without really

having to change their operations or practices. A specialty distributor would rely entirely on

the AD voluntarily providing pedigree paperwork all the way back to the manufacturer. It is

no surprise that many ADs nationwide have simply refused to provide the pedigree
documentation, claiming that it would be a burden to do so. This conflict, among other things,

has resulted in the FDA repeatedly delaying the enforcement of the PDMA. As such, the

status quo has remained the industry standard up to the present time.

Over that duration, there have been a series of troubling events which have victimized the
independent specialty distributors repeatedly. In 2004, the Healthcare Distribution
Management Association, which has been the largest single organization of pharmaceutical
distributors, relegated ISDs to lower-level associate-member status (a non-voting status), and
subsequently excluded them from membership altogether. In addition, the largest
wholesalers in the country have been systematically canceling accounts with ISDs.
Manufacturers have been refusing to open new distributor accounts, with some requiring
HDMA membership to be considered. The most significant event of all: the FDA decided to
implement the PDMA as it is beginning December 1, 2006 after strong input from HDMA, and
in the process the FDA exempted the largest wholesalers in the country from compliance with
the pedigree requirements of the law.

AD Pedigree Exemption

Patient safety is also being affected by the FDA Final Rule. When the FDA exempted
authorized distributors from passing pedigree information to their customers, the FDA
undermined entire purpose of the PDMA—securing the supply chain in order to protect

patients. If a counterfeit drug enters the drug supply, it endangers lives. At the present time,

the FDA's Final Rul e | eaves this enormous and ¢

The fundamental issue is that the FDA is not treating all stakeholders equally, nor is the FDA

following its own advice and conclusions. The Final Rule has been delayed several times
since 1999. It was del ayed in the first I nst a
by the small and independent distributors:



AThose objecting tpaned thad some geeohdary wholasalersemay not
recei ve pedigree i nformati on from their
faut horized distributoro because the PDMA
pedigree information. Without this information, they explained, secondary wholesalers would
not be able to sell the drugs because they would be unable to pass a pedigree that met all
the requirements of 203.50. Many secondary wholesalers are small businesses and
expressed concern that their inability to meet the regulations' requirements would frustrate
sales and drive them out of business. Based on the concerns raised, the Agency delayed the
effecti ve date for those provisions. o[ 5]
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And the FDA continued to delay the Final Rule until further comment had been taken, in
particular with reference to this —AD statusl
solution. However, the FDA earlier this year announced that in spite of making no substantial
progress on either of these issues, they would move forward and implement the Final Rule on
December 1, 2006.

State-Level Actions

Many states have been concerned with the safety and security of the drug supply chain, and

in some <cases, have preceded s&dblAhing licenbufe6of act i
wholesalers and pedigree programs. Florida passed the first law, in 2003 (and amended in

2006); its licensure rules went into effect during 2005, and the pedigree rules covering all
prescription drugs in 2006. Nevada, Indiana, Oregon and a dozen other states either have

laws on the books, or have bills under consideration in their legislatures. California recently

voted to postpone implementation of a broad-based program to 2009.

In most cases, the state-level activities are being guided by the state boards of pharmacy,
which are the licensing authority in each state for pharmacies, pharmacists and, now,
distributors. State-level pharmacy-board activities are coordinated by the National
Association of Boards of Pharmacy (NABP). In 2004, at the behest of FDA, NABP developed
revised —Mo dRaillesll  f or r e g ul a-tistribujors.Wwhesd reles ddve lveen further
revised in 2005 and 2006. [6] Subsequently, various state boards of pharmacy have
introduced versions of these guidelines into the state legislative process for consideration.
HDMA has been lobbying in states across the nation to align rules according to the exclusive
benefit of its members.

The model rules contain very sensible requirements for ensuring that reputable
businesspeople are engaged in the distribution of pharmaceutical products, about which
there should be no disagreement. However—and especially in the form that the rules have
been passed by various state legislatures—they both add extra duties on ISDs, and provide
exemptions that create the same uneven playing field that the federal rules have created.

Specifically, the NABP model rules, and the new regulations of many states, have adopted
the same —authorized distribut or flon, the NABR mules as t

define a concept of —nor mal di stribution c ha
di stributionll in some states):

— Nor mal Di stribution Channel’ means a godsai n
from a Manufacturer of the Prescr i pti on Drug, t hLeensédéa ther f act |

Manuf act urPearr’'tsy TLhoigridst i ¢cs Provi der , Dstributorioe Manu



(1) a Wholesale Distributor to a Pharmacy to a patient or other designated persons
authorized by law to dispense or administer such Prescription Drug to a patient; or

(2) a Wholesale Distributor to a Chain Pharmacy Warehouse to that Chain Pharmacy
Warehouse’s intracompany Pharmacy to a patient
law to dispense or administer such Prescription Drug to a patient; or

( 3) a Chain Phar macy Warehouse to that Chain
Pharmacy to a patient or other designated persons authorized by law to dispense or
administer such Prescription Drug to a patient; or

(4) as prescribed byll[6f he Board’s regul ations.

This rule is specifically designed to exclude wholesaler-to-wholesaler transactions, and
manufacturer-to-wholesaler (who is not an authorized distributor). Any of these types of
transactions requiret he production of a pedigree document
transactions do not.

The NABP rules (and the federal PDMA rules) were designed to tighten up the supply chain

of pharmaceutical delivery, and to make the movement of pharmaceuticals more transparent.
However, by excluding ADs from pedigree req
di stribution channell as exemptions, the rule
distributors. They also create a situation where pharmaceutical trading partners of all types

are being asked simply to trust ADs, without a formal regulatory requirement. This creates a

| oophol e where unscrupul ous di sSinceithe gréeabmagrityc o ul d
of pharmaceutical products distribution will flow through supply chains with a pedigree
exemption, the net effect is as if there is no new security in pharmaceutical distribution
whatsoever.

u
S

THE THREAT OF UNSAFE, UNFAIR PHARMACEUTICAL DISTRIBUTION

These massive inequities are having their consequences. Independent specialty distributors
are facing:

terminated accounts with manufacturers, thus restricting product access;

restricted access to supply from the major distributors;

higher acquisition costs when major distributors choose to provide product to ISDs;
increased administrative and regulatory costs, some of which are not required by the
major distributors.
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By being forced to add another pair of hands to the supply chain, specialty distributors are
being forced to pay higher prices for the product.

The effects of these actions will have consequences far beyond the well-being of
independent specialty distributors. Pharmaceutical costs could increase as the number of
wholesale sources becomes more limited. Product availability could be affected. Most
significantly, the exemptions built into PDMA rules will hamstring full product tracking—the
nominal goal of PDMA—and potentially will leave the distribution system open to illegal
activity.



The National Coalition of Pharmaceutical Distributors

Less than a year ago, a group of small and independent distributors joined together to form
the National Coalition of Pharmaceutical Distributors (NCPD). It is the mission of NCPD to
lend their members a voice on a local and national level, regarding four specific areas in the
industry.

l. Regulatory Advocacy

NCPD will work with state and Federal regulators to design or redesign current rules so
that they not only prevent crimes, but also make logistical sense in terms of how they are
put into practice and they effect they have on stakeholders. NCPD and its member
companies are continually educating lawmakers and regulators about the unintended
consequences of the FDA Final Rule, its impact on patient safety, its impact on the
companies it governs, and its role in the national pharmaceutical supply chain. In
addition, the NCPD Political Action Committee (NCPD-PAC) will work with state
legislators and the U.S. Congress to craft legislation to best protect the supply chain from
counterfeits, misbrands and adulterated pharmaceuticals.

Il. Public education

Because of the unethical practices of some pharmaceutical wholesalers in the past, all
wholesalers, and especially independent specialty distributors, are being tarred with the
same brush. The impression has been created that anything other than the so-called
—nor mal di stribution channel ll i s staveghplesaler
transactions are fllicit, if not downright illegal. This is not true. NCPD members (and many
other ISDs) engage in business that is not only perfectly legal, but can be vital to the
ongoing delivery of life-saving medications to those who need them. NCPD will present
information in suitable public forums about the activities of its members, their business
practices,and t he role that they play in today

II. Market Revitalization

One of the most i mportant of NCPD’ s acti
for specialty distributors. One aim of NCPD is to represent their members collectively to
the manufacturers, in an effort to reopen those direct lines of supply. If the FDA does not
delay or stay the Final Rule until such time as it can be thoroughly revisited and made
equal to all parties, then direct access to pharmaceutical manufacturers remains one of
the only legal ways by which NCPD members could obtain product that could then be
resold.

V. Develop NCPD member standards

Pharmaceutical manufacturers, as well as any other interested trading partners in
pharmaceutical distribution, will want to be assured that they are dealing with reputable
business firms when they call on an NCPD member. Ironically, at this point and because
of efforts to meet existing pedigree rules, many ISDs now have licensure and
documentation practices that are more rigorous than any other wholesaler-distributors in
the pharmaceutical business. NCPD will develop, over time, recommended practices to
guide its members in meeting industry expectations.

NCPD plans to continue to convey the message that not all small and independent
wholesalers are a risk. They are not a threat to the security of the domestic drug supply.
Specialty distributors actually provide greater security by increasing the efficiency of the
distribution system. They provide products and services in ways that the major wholesalers
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do not. Small wholesalers have established proven processes and procedures that help
ensure that the public is provided with safe and reliable medicine. NCPD investigates every
prospective member to ensure that they are of the highest integrity.

Neither NCPD, nor anyone else, is certain as to how many independent specialty distributors
there are. This gives evidence as to how neglected this important part of pharmaceutical
distribution has been. According to industry surveys [ 7],
and druggists’ sundries wholesalersl i n the L
wholesalers of medical equipment, over-the-counter medications and other products. NCPD

estimates that there may be as many as 5,000 organizations engaged in independent

specialty distribution, and that they handle $20 billion worth of pharmaceutical products

annually. Getting better data on these criteria will be one of the goals of NCPD.

Overall, in order to restore confidence in small and independent distributors, NCPD will do
the following:

Require full compliance with all Federal law and regulations by all members.
Promote full compliance with state law and regulations by companies domiciled in their
respective states.
1 Develop and promote changes in current laws and rules at both the state and Federal
level to increase safety measures.
1 Promote the value of specialty distributors through public outreach to regain the
manuf actustr er ’ s
1 Encourage t he media to report —the other side
and independent distributors who are law-abiding and are being negatively affected by
this complex effort of over-regulation and anti-competitive activity.

1
1

With NCPD on the side of small and independent distributors, it will be possible to negotiate
on behalf of this entire class of entities, offering NCPD and its members leverage similar to
that which major wholesalers now have with manufacturers. NCPD plans to work to eliminate
the liability risks in order to gain negotiating power on prices and supplies just as major
wholesalers do.

In addition to these efforts, NCPD will provide its members with regular updates on proposed
changes in the laws and regulations at both the state and Federal levels. These updates will
include a legal analysis from the NCPD law firm as needed.

NCPD believes that patient safety should be the most important issue in forming legislative
and regulatory decisions regarding the U.S. pharmaceutical supply chain.

NCPD believes that the small and independent pharmaceutical distributors nationwide are
critical to the efficiency of the pharmaceutical distribution system.

NCPD believes that every prescription pharmaceutical distributor should be subject to the
same laws and regulations as every other distributor.

NCPD believes that the laws and regulations governing pharmaceutical distribution
nationwide should be uniform at the state and Federal levels, using the National Association
of Boardsof Pharmacy’' s ( NABP’' s) Model Distributor Rul es



NCPD believes that a secure electronic pedigree solution, from the manufacturer to the
dispenser, should be the ultimate goal of the entire pharmaceutical distribution industry.

V. NCPD Legislative and/or Interpretation Recommendations

1. Require pedigrees to be initiated by the first non-authorized distributor of record (non-
ADR) in the supply chain with information back to the authorized distributor of record (ADR),
and all subsequent recipients in the chain of custody will be required to pass pedigree tracing
back to the ADR or the manufacturer.

The FDA by rule (no pedigree necessary) states that shipments from an ADR to a dispenser
(pharmacy or physician) are completely safe and pose zero risk of illicit drugs being
introduced into the supply chain. Therefore, shipments from the original ADR to a non-ADR
are equally as safe, thus rendering the requirement for the non-ADR to furnish pedigree
information back to the manufacturer useless, and imposing an onerous, unnecessary and
impossible compliance burden to small businesses.

2. FDA must revise their response to question #11 in their Q & A document [8] published
on November 13, 2006. The question is as follows: If a wholesaler has ADR status for a
particular drug product, but it buys that drug from a non-ADR, is the wholesaler still an ADR
for that specific quantity of drugs? Yes. If the specific quantity of drugs purchased from the
non-ADR falls within the description contained in the written agreement between that
purchasing ADR and the manufacturer, then that purchasing wholesaler would have ADR
status for that specific quantity of drugs. However, even though the ADR is not required to
provide the pedigree when the product is further distributed, to further advance the shared
goals of protecting the public health, FDA encourages all parties in the prescription drug
supply chain to cooperate fully by providing pedigree documents and information to trading
partners for each sale, transfer, or trade of prescription drugs.

This position completely and totally undermines the very purpose of the pedigree, which is to
increase the security of the pharmaceutical supply chain. If the ADR can buy drugs from a
non-ADR _and co-mingle that product with manufacturer direct purchased product, in the
event of counterfeit products being discovered at the retail level at some later date, it will be
impossible to determine where the product came from. This is a major breach in the system
and this loophole needs to be closed immediately.

In the recent hearing for an injunction brought against the FDA/HHS by RXUSA and nine co-
plaintiffs, Federal Judge Seybert observed that the law as written would eliminate the
distributors that are the only ones currently providing pedigrees, while leaving intact the

ADR’ s, who are exempted from providing pedigre
system where no pedigrees are passed! Wedon’'t think this is what
had in mind. R e dindlingd and gpeclustoasyaidd believesyou will share that

opinion [9].

3. The statute and the FDA must require manufacturers to make widely available an up-

to-date, coherent Authorized Distributors of Record List(s). Refine the definitions of ADR
such that the manufacturers (MFRS) tell us what distributors they sell their products to. If the
MFR is selling to an entity with a distributor license, it should be reasonable, safe, and most
importantly legal to assume that they are authorized to distribute the MFR's product. There



are many MFRs that sell to distributors without a contract of any sort in place — they have the
distributor fill out a credit application, and once approved, the account is opened, and the
di stributor begi ns whaledagerpiicimgy and that'st tihae ThHd KliRtribstor
then issues a pedigree going all the way back to the MFR because they are not an ADR,
legally speaking. And who says twelve invoices in 12 months makes any sense - maybe the
distributor only buys twice from Chiron during flu season each year? Does that mean that
they aren’t an ADR?

4. Our hope is that once implemented, this statute will establish a national standard to
which all the states will adhere, complete with one surety bond instead of 20-30 separate
bonds. Businesses really need certainty and clarity, and it is clearly onerous, confusing,
costly and exceedingly burdensome for small businesses to keep up with multiple statutes
which do more to cloud the security of the supply chain than anything else.

The above recommendations are a bridge between no tracking ability and the universal track
and trace mechanisms that are currently being worked, namely RFID. We would recommend
the adoption of a universal free E-Pedigree system at that time to supplant the pedigree
system as discussed above. In addition, as new sources of prescription pharmaceuticals
present themselves in the future, such as re-importation, we strongly urge that we are
included in the discussions to allow input from all stakeholders.

Participation by all small wholesale distributors is essential and encouraged. Every member,
no matter how large or small, has a voice in NCPD. We encourage all members to assist in
defining our goals and directions of this organization. For more information on the
operational structure of NCPD, please refer to the Articles of Incorporation and By-Laws.

This position paper has tried to capture a complex, fast-moving regulatory scene. For
updates or further information, please contact NCPD representation listed below:
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