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Online pharmacies, like 
other Internet providers of 
goods and services, offer a 
number of benefits to con-
sumers and have become a 
popular and successful sec-
tor in cyberspace. Ensuring 
that online pharmacies are 
safe and legitimate, howev-
er, continues to raise diffi-
culties for governments the 
world over. Rogue Internet 
drug outlets – websites that 
purport to be pharmacies 
but do not adhere to rules 
and regulations governing 
pharmacies – have prolifer-
ated, and pose a large pub-
lic health risk. As Internet 
access around the world 
has increased and consum-
ers shifted to buying more 
goods online, illegal online 
drug sellers have become a 
truly global threat.

In response to this 
threat, in late 2014 NABP 
launched the .Pharmacy 
Top-Level Domain (TLD) 
Program. The .Pharmacy 
TLD Program, supported 

by a global coalition of 
pharmacy community 
stakeholders, provides a 
means for consum-
ers around the globe to 
identify legitimate, safe 
pharmacy-related websites 
that are operating in com-
pliance with the laws and 
regulations of their relevant 
jurisdictions.

Those laws and regula-
tions vary widely from 
country to country. Gov-
ernments around the world 
have reacted to the sale of 
medications on the Inter-
net in a variety of ways, 
from outright bans on the 
practice to detailed regula-
tion of this new pharmacy 
category. And while many 
countries have passed legis-
lation specifically address-
ing online pharmacies, 
others still use pre-existing 
laws and regulations to deal 
with the phenomenon. 

In order to get a sense 
for how countries around 
the world are responding 

to the presence of online 
pharmacies – including 
the public health threat 
posed by illegal online 
drug sellers – and on the 
recommendation of the 
.Pharmacy Supporter Ad-
visory Committee, NABP 
has compiled a sampling 
of global efforts to govern 
online pharmacies and 
combat rogue sites. These 
efforts include jurisdiction-
specific laws as well as 
increasingly collaborative 
enterprises to regulate 
online pharmacies, assist 
consumers in identifying 
legitimate sites, and disrupt 
rogue actors.
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Feature News

Individual Efforts
Rogue drug-selling sites 

pose the greatest public 
health risk to those con-
sumers purchasing medica-
tions online. They ex-
hibit numerous concerning 
characteristics: they may 
provide prescription-only 
drugs without a prescrip-
tion, offer consumers access 
to foreign and unapproved 
drugs, sell what are often 
referred to as substandard/
spurious/falsely labeled/
falsified/counterfeit (SFFC) 
medical products, steal 
clients’ personal and finan-
cial information, and often 
belong to larger criminal 
networks. Appearances 
can be misleading; a site 
claiming to be a legitimate 
Canadian pharmacy selling 
approved medications can 
in fact be operated by a 
criminal network based in 
Russia and the Middle East, 
shipping counterfeit drugs 
from India. Illegal online 
drug sellers may strategi-
cally base portions of their 
operations in countries 
whose governments are 
unable or unwilling to col-
laborate in law enforcement 
investigations and prosecu-
tions, putting themselves 
largely out of reach of law 
enforcement. 

A number of countries 
have sought to protect their 
citizens from the potential 
dangers of online medica-
tion purchases – including 
the dangers of buying drugs 
from rogue enterprises 
posing as legitimate phar-
macies – by the outright 
prohibition of such sales. 

The initial urge of govern-
ments to prohibit Internet 
pharmacy operations was 
illustrated in the findings of 
the World Health Organiza-
tion’s (WHO’s) 2011 second 
global survey on eHealth, 
which gathered data from 
114 countries. While 
many countries at that 
time reported no existing 
legislation regulating online 
pharmacies, those countries 
that did report relevant 
legislation were more likely 
to have laws prohibiting In-
ternet pharmacy operations 
than to have laws permit-
ting them (19% versus 7%). 
(At press time, results were 
not yet available from the 
organization’s recently con-
ducted third global survey 
on eHealth.)

Since 2011, however, at 
least some countries have 
modified their positions 
banning online pharmacies.

Some European coun-
tries have moved away from 
outright online medication 
bans and began permitting 
over-the-counter (OTC) 
drug purchases, encouraged 
in part by implementation 
of the European Union’s 
Falsified Medicines Direc-
tive (Directive 2011/62/
EU). In Spain, for example, 
online sites connected with 
approved pharmacies are 
allowed to sell nonprescrip-
tion medications, and Spain 
has been implementing 
relevant regulations. This is 
also true for Austria, which 
has also changed its policies 
to allow OTC drug sales 
online.

Other European coun-
tries – the United Kingdom, 
Germany, and the Nether-
lands, among others – have 

for some time permitted 
the online sale of both OTC 
and prescription medica-
tions, as do the United 
States and Canada. And of 
course, laws allowing online 
sales of prescription drugs 
appear elsewhere in the 
world, though wealthier, 
more developed countries 
appear to be more likely to 
have instituted the relevant 
regulations. The United 
States and Canada have 
regulations allowing the 
online sales of prescription 
drugs, for example, and 
Australia also permits such 
sales – though the Pharma-
cy Board of Australia views 
the practice as sub-optimal, 
largely because communi-
cation between pharmacist 
and patient may be compro-
mised with remote dis-
pensing. China, which had 
previously had laws allow-
ing only OTC medication 
sales online, was working 
on regulations in 2015 to al-
low prescription drug sales 
over the Internet as well.

Canada, which allows 
prescription drug sales over 
the Internet only as an ex-
tension of an existing brick-
and-mortar pharmacy, 
has faced some challenges 
in its online pharmacy 
sector, largely due to the 
many US consumers who 
turn to Canadian pharma-
cies in hopes of obtaining 
government-approved 
drugs at a comparatively 
low cost, despite US laws 
that generally prohibit drug 
importation. Since pharma-
cists in Canada may only 
fill prescriptions issued by a 
Canadian-licensed prescrib-
er, some websites report-

International Efforts 
(continued from page 29)

http://www.nabp.net
mailto:custserv@nabp.net


31

february 2016

Executive 
Committee
Joseph L. Adams
Chairperson
One-year term

Edward G. McGinley
President
One-year term

Hal Wand
President-elect
One-year term

Jeanne D. Waggener
Treasurer
One-year term

James T. DeVita
Member, District 1
Serving third year of  
a second three-year term

Susan Ksiazek
Member, District 2
Serving third year of a  
three-year term

Jack W. “Jay” Campbell
Member, District 3
Serving second year of a  
three-year term 

Philip P. Burgess
Member, District 4
Serving second year of a  
three-year term

Gary Dewhirst
Member, District 5
Serving third year of a  
three-year term

John A. Foust 
Member, District 6
Serving first year of a  
three-year term

Mark D. Johnston
Member, District 7
Serving first year of a  
second three-year term

Richard B. Mazzoni
Member, District 8
Serving second year of a 
three-year term

NABP Executive Committee 
elections are held each year 
at the Association’s Annual 
Meeting.

Association News

Newly Accredited VAWD Facilities
The following facilities were accredited through the 
NABP Verified-Accredited Wholesale Distributors® 
(VAWD®) program:

A full listing of more than 550 accredited VAWD facilities is available on the NABP 
website at www.nabp.net. 

BDI Pharma, Inc 
Irving, TX

Butler Animal Health Supply, 
LLC, dba Henry Schein 
Animal Health 
Lexington, KY

CareFusion 203, Inc 
Minneapolis, MN

CareFusion 205, Inc 
Oak Forest, IL

CareFusion Solutions, LLC 
Creedmoor, NC

Eli Lilly and Company 
Indianapolis, IN

GENCO I, Inc 
Lebanon, PA

Longs Drug Stores 
California, LLC, dba CVS 
Distribution Center 
Patterson, CA

Owens & Minor 
Distribution, Inc, dba Owens 
& Minor 
Carol Stream, IL

VWR International, LLC 
Suwanee, GA

Registration is now 
available for the next 
Foreign Pharmacy Gradu-
ate Equivalency Examina-
tion® (FPGEE®) scheduled 
to be administered on 
April 1, 2016. Qualified 
candidates may register up 
until March 18, 2016, on 
the NABP website. After 
registering, candidates will 
be emailed an Authoriza-
tion to Test. They may then 
schedule their examination 
appointment at a testing 
center with the NABP test 
vendor, Pearson VUE. The 
deadline to schedule with 
Pearson VUE is March 
25, 2016. NABP encour-
ages early registration for 
optimal scheduling options 

Registration Now Open for the April 2016 FPGEE
as certain test centers fill 
up quickly. 

The FPGEE is one compo-
nent required as part of the 
Foreign Pharmacy Graduate 
Examination Committee™ 
(FPGEC®) Certification 
Program. NABP developed 
the FPGEC as a means of 
documenting the educa-
tional equivalency of a 
candidate’s foreign phar-
macy education and foreign 
license and/or registration, 
which assists state boards 
of pharmacy in qualifying 
candidates for licensure in 
the United States. 

To prepare for the FP-
GEE, NABP recommends 
that candidates take the 
Pre-FPGEE®, the only 

FPGEE practice examina-
tion written and developed 
by NABP. This practice 
examination is designed to 
help familiarize applicants 
with the FPGEE by provid-
ing actual questions that 
previously appeared on the 
examination. 

Additional informa-
tion on the FPGEE and the 
Pre-FPGEE is available in 
the Programs section of the 
NABP website at www.nabp 
.net. 

http://www.nabp.net
www.nabp.net
www.nabp.net
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SOS: Surrender or Sell

Administrative matters are commonly       
sresolved through a settlement or consent 

agreement whereby the parties memorialize 
their understandings through a formal 
contract. This agreement or contract will 
eventually be the subject of a final order 
entered by the regulatory board or other 
decision-making authority. An agreed 
upon settlement provides certainty to the 
resolution of the matter, while at the same 
time sparing both parties the time consuming 
and expensive consequences of a formal 
administrative proceeding. An additional 
benefit of a settlement agreement includes 
limiting the exposure of information that 
likely will surface through the fact-finding 
process of a hearing. Whether through a 
settlement agreement or final order after a 
formal hearing, it is essential that the written 
resolution between the parties accurately and 
completely reflects the understandings and 
findings on the matter. 

Generally, final admin-
istrative orders should 
contain the following:

• Findings of fact,

• Conclusions of law,

• Burden of proof,

• Sanctions (with 
specificity),

• Reinstatement rights, 
if any (again, with 
specificity),

• Publicity (ie, the order 
is public and will be 
published/disclosed), and

• Appeal rights (if following 
a contested hearing).
Boards of pharmacy have 

significant latitude when 
negotiating a settlement 

agreement of allegations 
of wrongdoing under the 
applicable laws. Creativ-
ity in such resolutions 
is encouraged and can 
result in finding common 
ground between otherwise 
adversarial parties. While 
settlement agreements are 
not technically subject 
to appeal, they may be 
challenged under certain 
circumstances. Consider 
the following. 

The California State 
Board of Pharmacy (Board) 
instituted an administra-
tive action against both a 
pharmacist (Licensee) and 

the pharmacy she owned. 
The alleged wrongdo-
ing included storage and 
compounding of expired 
ingredients, compounding 
and dispensing misbrand-
ed prescriptions containing 
drugs not approved for use, 
shipping prescriptions to 
states where the pharmacy 
was not licensed to dis-
pense, failure to end-test 
compounded drugs for ste-
rility and bacterial toxins, 
falsifying inventory, and 
handwriting false informa-
tion on physician’s order 
during an inspection. As 
part of the negotiations, 
the Licensee proposed to 
sell her pharmacy and, 
after the sale, surrender her 
license. 

In the interim, the buyer 
of the pharmacy filed a 
permit application in an-
ticipation of the purchase. 
The Board denied the 
buyer’s application as the 
parties could not agree on 
when the Licensee would 
surrender her license. In 
short, the Board would not 
approve the permit ap-
plication of the buyer until 
the Licensee surrendered 
her license. As a result, the 
buyer did not want to con-
summate the closing of the 
purchase unless the permit 
application was approved 
and the Board sought the 
surrender of the Licensee’s 
license prior to the sale. 
The court noted that this 
situation “left the parties 
in a pickle.” 

The Licensee eventually 
filed a lawsuit in federal 

Legal Briefs

By Dale J. Atkinson, JD



33

february 2016

court alleging that the 
Board violated her due 
process and equal protec-
tion rights protected by 
the United States Consti-
tution. Shortly after the 
filing of the litigation, the 
Board resolved its claims 
against the Licensee 
through a settlement 
agreement wherein the Li-
censee agreed to surrender 
her license and pharmacy 
permit on November 6, 
2015. By this time, the 
buyer was having difficul-
ty obtaining the necessary 
financing to purchase the 
pharmacy thereby delay-
ing (or postponing) the 
closing, resulting in the 
Licensee filing an addi-
tional lawsuit against the 
buyer seeking to rescind 
the agreement.  

Faced with a November 
6, 2015 surrender date, 
the Licensee amended her 
federal lawsuit against the 
Board and sought a tem-
porary restraining order 
(TRO) prohibiting the 
Board from requiring her 
to surrender her license. 
The Board opposed the 
petition for the TRO, re-
sulting in a judicial ruling. 

The court first outlined 
the legal standard neces-
sary to substantiate the 
issuance of a TRO. To 
prevail, a party moving 
for a TRO must show a 
likelihood of success on 
the merits, a likelihood 
of irreparable harm if not 
granted, that the balance 
of equities tip in favor of 
the moving party, and that 

Attorney Dale J. Atkinson is 
a partner in the law firm of 
Atkinson & Atkinson, outside 
counsel for NABP.

an award of a TRO is in 
the public interest. The Li-
censee argued that she sat-
isfied the above factors by 
establishing the likelihood 
of success on the merits 
through her constitutional 
claims, the existence of ir-
reparable harm due to the 
“onerous licensure rein-
statement process,” and 
that the equities resolve in 
her favor because of the 
“extreme delay in resolving 
the [accusations]” against 
her. The Board countered 
that the equities and public 
interest weigh against the 
Licensee and, thus, the pe-
tition for the TRO should 
be denied. 

In siding with the Board, 
the court noted that 
several reasons preclude 
the entry of the requested 
TRO. The court found 
that the Licensee did not 
establish a likelihood of 
success on the merits. 
It held that the execu-
tive director of the Board 
cannot be held personally 
responsible under the facts 
alleged by the Licensee, 
which included failure 
to timely provide up-
dates on the status of the 
administrative proceed-
ings. Such a failure, even 
if true, does not amount 
to a violation of one’s due 
process rights. Further, the 
allegations by the Licensee 
that the executive director 
“oversaw and directed” a 
scheme to thwart the sale 
of the pharmacy were not 
sustainable as the execu-
tive officer cannot be held 

responsible for the acts 
of subordinates simply 
because of her title. 

The court also noted 
the application of immu-
nity principles protect the 
executive director under 
these circumstances and, 
in addition, the Board is 
not a “person” for pur-
poses of allegations of 
the constitutional viola-
tions. Thus, the Licensee 
could not meet the first 
prong of the applicable 
test. The court held that 
the fact that the Licensee 
was engaged in litigation 
with the buyer regarding 
the completion of the sale 
did not provide a basis 
for entering the TRO. 
Finally, the court noted 
that, notwithstanding the 
above arguments, it was 
skeptical about the merits 
of Licensee’s constitu-
tional claims. The court 
had little trouble conclud-
ing that the Licensee had 
not met the first prong of 
the test under an analysis 
seeking a TRO. 

The court also quickly 
concluded that the Licens-
ee did not meet the test re-
garding irreparable harm, 
rejecting the argument 
that an onerous reinstate-
ment process satisfies this 
requirement. According 
to the court, the Licensee 
concedes that she is not 
acting as a pharmacist “or 
in any form of a regulated 
capacity.” She would only 
need her license if her 
lawsuit against the buyer 

Legal Briefs

(continued on page 38)
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Feature News

edly maintain relationships 
with Canadian doctors 
who co-sign prescriptions 
written by US prescribers – 
an act that, barring a valid 
patient-physician relation-
ship, fails to meet standards 
of care required of the 
doctors. In response to such 
incidents, the College of 
Pharmacists of Manitoba 
and Health Canada have 
stepped in to shut down 
and investigate such illegal 
operations. For example, in 
one recent case an Internet 
drug outlet based in Win-
nipeg, Canada (not licensed 
by the Board), was ordered 
by the Board to shut down 
after they were found to 
be advertising drugs that 
are not approved by Health 
Canada.

Meanwhile, as noted 
earlier, a number of coun-
tries have not enacted laws 
or regulations specifically 
addressing online pharma-
cies, but have applied pre-ex-
isting laws. In Thailand, for 
example, marketing drugs 
online is not permitted, 
based on regulations enacted 
in 1967. Online pharmacies, 
other than those sites merely 
advertising a brick-and-
mortar store (but not the 
medications it carries) are 
therefore illegal – although 
this has not stopped their 
existence.

In India, laws that now 
govern online pharmacies 
likewise were written prior 
to the Internet’s existence, 
but unlike Thailand, 
those laws do not preclude 
online medication sales. 
However, online pharma-

cies in India have met 
opposition from the tra-
ditional pharmacy sector: 
the All India Organization 
of Chemists and Druggists 
called a one-day, nation-
wide strike last October to 
protest against online drug 
sellers, arguing that the 
online pharmacies chal-
lenge the brick-and-mortar 
pharmacies’ business, and 
that online medication 
sales could lead to abuse. 
Some critics have likewise 
complained that a lack of 
clear guidelines and rules 
specifically governing In-
ternet pharmacy raises the 
risk of abuse, and increases 
potential dangers for 
patients; as in Thailand, 
there appears to be a large 
number of medication-
selling sites operating 
illegally.

EU Common Logo
As the proliferation of 

illegal drug sellers suggests, 
the existence of regulations 
cannot by itself guarantee 
the elimination of rogue 
websites, and the f luid, 
anonymous nature of the 
Internet makes it easy for 
illegal online drug sellers 
to make themselves avail-
able to consumers while 
remaining elusive to law 
enforcement. NABP has 
reported that over 10,600 
Internet drug outlets it has 
investigated were found to 
be operating out of compli-
ance with US pharmacy 
laws and regulations. This 
finding is not an anomaly; 
a study of the Chinese 
Internet pharmacy market, 
published in 2015 by the 
Alliance for Safe Online 
Pharmacies, found that 

93% of online drug sell-
ers were not operating in 
compliance with applicable 
Chinese laws and regula-
tions. Of the sites NABP 
has investigated and found 
to be out of compliance, 
90% appear to have affilia-
tions with rogue networks 
of Internet drug outlets. 
These networks may con-
tain thousands of related 
websites, any of which may 
be modified or deleted in a 
matter of minutes, only to 
appear again at a different 
URL. Even with frequent 
URL changes, these sites 
remain accessible to con-
sumers; a few inexpensive 
advertisements on social 
media sites, for example, 
can attract thousands of 
visitors from around the 
world with little effort. 

Most countries make 
efforts to educate their 
citizens about the dangers 
of online drug purchases, 
particularly from sites that 
appear suspect. Complicat-
ing their efforts, a slickly 
designed, attractive rogue 
site may give the appear-
ance of legitimacy, com-
plete with falsified seals of 
approval or logos to bolster 
the image. To address this 
problem, regulators seek 
ways to connect consumers 
with legitimate online phar-
macies. For example, the 
UK’s General Pharmaceuti-
cal Council (GPhC), which 
registers all pharmacies 
(including those offering 
online services) in Great 
Britain, uses a voluntary 
logo system to help con-
sumers identify registered 
sites that have met GPhC 
standards. Legitimately 
registered online pharma-

cies may display the GPhC 
logo, which links back to the 
relevant pharmacy’s entry 
on the GPhC’s online reg-
ister; consumers may also 
search the GPhC’s register 
and connect to pharmacies 
in that manner. 

This same goal was 
also behind the European 
Union’s “common logo” 
initiative, which was de-
veloped as one of several 
measures dictated by the 
EU’s 2011 Falsified Medi-
cines Directive, designed to 
counteract the grave public 
health risks posed by SFFC 
medications. As of July 
2015, all online pharmacies 
or medical supply retailers 
operating legally in the EU 
are required to display the 
logo, which indicates that a 
given website is operating 
under the relevant rules of 
its member state. (The logo 
does not prevent individual 
EU member states from 
imposing their own condi-
tions and limitations on In-
ternet pharmacies, such as 
Italy’s prohibition of online 
prescription drug sales.) 
The logo features, along 
with a common graphic, the 
national flag of the member 
state where the pharmacy or 
retailer is registered or au-
thorized, and text inviting 
consumers to “Click to ver-
ify if this website is operat-
ing legally” in the language 
designated by the member 
state. Iceland, Liechten-
stein, and Norway, while 
not EU member states, 
may also use the common 
logo. Similar to the UK’s 
GPhC seal, clicking on the 
logo takes consumers to 
the website of the relevant 

International Efforts 
(continued from page 30)
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Guidance on Implementation of Drug Supply Chain Security Act 
Presented During NABP Interactive Executive Officer Forum

As implementation of 
the Drug Supply Chain 
Security Act (DSCSA) 
moves forward, boards 
of pharmacy continue to 
assess the impact of the 
new law on related state 
legislation and regula-
tions. To assist the boards 
of pharmacy, NABP 
provided information on 
key components of the law 
at the NABP Interactive 
Executive Officer Forum 
held October 13-14, 2015, 
at the Hilton Chicago/
Northbrook in North-
brook, IL. The presen-
tation included a brief 
overview of the law, key 
highlights most relevant 
to the boards of pharma-
cy, and a discussion on the 
challenges in implement-
ing the law. 

During the first part of 
the forum session, NABP 
staff presented an over-
view of the law, includ-
ing definitions from the 
Federal Food, Drug, and 
Cosmetic Act (FD&C Act) 
under section 581, re-
quirements under section 
582, national standards 
for wholesale distributors 
under section 583, na-
tional standards for third-
party logistics providers 
(3PLs) under section 584, 
and uniform national 
policy under section 585. 

The DSCSA, Title II 
of the Drug Quality and 
Security Act (DQSA), 
outlines critical steps 
to build an electronic, 
interoperable system by 
2023 that will identify and 

trace certain prescription 
drugs at the package level 
as they are distributed in 
the United States. 

The 10-year DSCSA 
implementation plan 
called for the following 
deliverables and activities 
to take place by the end of 
2015. Pursuant to section 
202 of the DSCSA, Food 
and Drug Administra-
tion (FDA) was to publish 
guidance by November 
27, 2015, on processes for 
waivers, exceptions, and 
exemptions and to finalize 
guidance on grandfather-
ing product. Additionally, 
regulations establishing 
national wholesale dis-
tributor and 3PL licens-
ing standards were to 
be released by FDA by 
November 27, 2015, in 
accordance with sections 
204 and 205 of the DSCSA 
respectively. NABP will 
closely examine these 
DSCSA-related documents 
once they are ultimately 
issued by FDA and con-
tinue to provide timely 
updates to the boards of 
pharmacy when necessary.

Beginning two years af-
ter the final regulations are 
published, FDA’s uniform 
national wholesale distrib-
utor licensing standards 
will apply to all state and 
federal licenses described 
under section 503(e)(1) of 
the FD&C Act. One aspect 
of these standards that 
deserves further attention 
is the DSCSA’s provision 
authorizing inspections 
of wholesale distribution 
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facilities by a third-party 
accreditation or inspec-
tion service approved by 
FDA or the state licensing 
the wholesale distributor. 
This feature of the DSCSA 
is certain to provide wel-
come relief to resource-
strapped state boards of 
pharmacy that regulate 
wholesale distributors 
and also face an array of 
other similarly pressing 
oversight responsibilities. 
Unprecedented prescrip-
tion drug diversion and 
counterfeiting incidents 
experienced over the last 
several years are vivid re-
minders that the security 
of the US pharmaceutical 
distribution supply chain 
and patient safety con-
tinue to erode and require 
urgent attention. For more 
than a decade, NABP has 
amassed unparalleled ex-
pertise in connection with 
the Verified-Accredited 
Wholesale Distributors® 
(VAWD®) program, which 
will greatly benefit the 
states seeking to forge 
strategic partnerships 
with NABP to conduct 
wholesale distributor in-
spections on their behalf. 
Engaging in this type of 
collaborative relationship 
with NABP could ensure 
that critical wholesale 
distributor oversight gaps 
are alleviated and greatly 
improves state efforts to 
detect and deter prescrip-
tion drug diversion and 
counterfeiting crimes that 
represent ever increasing 
threats to patient safety.

Further, national 3PL 
licensing standards were 
also discussed during 
the meeting. FDA’s final 
regulations for these stan-
dards take effect one year 
after they are issued and 
mandate the agency to 
establish a process for 3PL 
licensure by a third-party 
accreditation program ap-
proved by FDA. 

The second part of this 
forum session included a 
presentation on key ele-
ments of the DSCSA. For 
example, manufacturers, 
3PLs, and repackagers 
are specifically exempted 
from the DSCSA’s revised 
definition of wholesale 
distribution under section 
503(e)(4) of the FD&C Act 
(manufacturers and re-
packagers were previously 
included in the Prescrip-
tion Drug Marketing Act 
of 1987’s definition of 

(continued on page 38)

Unprecedented 
prescription drug 
diversion and coun-
terfeiting incidents 
experienced over the 
last several years are 
vivid reminders that 
the security of the 
US pharmaceutical 
distribution supply 
chain and patient 
safety continue to 
erode and require 
urgent attention. 
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national competent author-
ity listing legally operating 
pharmacies or retailers. 
A list of national register-
ing authorities’ websites is 
available from the Euro-
pean Medicines Agency.

Collaboration
Despite individual 

countries’ efforts to regulate 
online pharmacies, such as 
those discussed on pages 30 
and 34, regulations address-
ing Internet sales of pharma-
ceuticals and other medical 
products on the whole have 
lagged behind the global 
reach of online drug sellers. 
WHO, in its 2011 eHealth 
survey, found that, at that 
time, 66% of responders had 
no legislation either allow-
ing or prohibiting Internet 
pharmacy operations, and 
75% of responders had no 
legislation either permitting 
or prohibiting the online 
purchase of medications 
from other countries. As 
the survey report noted, 
the dearth of relevant legal 
statutes in many jurisdic-
tions leaves all countries 
more vulnerable, as it makes 
it easier for a rogue site or 

International Efforts 
(continued from page 34)

network to operate from 
a jurisdiction with a weak 
or nonexistent regulatory 
framework, avoiding law 
enforcement efforts while 
extending its reach to con-
sumers around the globe.

The uneven nature – and 
sometimes the complete 
absence – of regulations 
addressing online pharmacy 
sales therefore poses a large 
problem for individual 
countries’ efforts to protect 
their citizens. Partially in 
response, governments are 
increasingly looking to col-
laborative efforts to combat 
the borderless nature of 
Internet drug outlets. 

Historically, collabora-
tion has often taken place in 
enforcement actions. Since 
2008, the INTERPOL-led 
international week of action 
known as Operation Pangea 
has annually targeted the 
online sale of counterfeit 
and illicit medicines. Ten 
countries participated in 
the event’s inaugural year; 
in the 2015 operation, 115 
countries took part in 
activities targeted at rogue 
sites’ use of Internet service 
providers, payment sys-
tems, and delivery services. 
The most recent operation 
resulted in the seizure of 

20.7 million counterfeit and 
illicit medicines, the launch 
of 429 investigations, and 
the shuttering of 2,414 
websites.

In Europe, beyond the 
implementation of the com-
mon logo, the Council of 
Europe in 2010 drafted the 
Medicrime Convention, an 
international treaty com-
bating counterfeit drugs 
and addressing such areas 
as international coopera-
tion between health, police, 
and customs authorities; 
harmonizing international 
legislation; and collective 
efforts to criminalize the 
production and distribution 
of counterfeit medications, 
among others. Twenty-four 
countries in and outside 
Europe have signed the 
convention to date, and 
since the convention has 
now been ratified in five of 
the signatory countries, it 
is anticipated to enter into 
force in 2016. 

Concerns about rogue 
online drug purveyors are 
also being addressed in 
the Asia-Pacific region. 
For example, NABP joined 
speakers from several other 
countries at an interna-
tional session at the Life 
Sciences Innovation Forum 

held in the Philippines in 
August 2015 by the Asia-
Pacific Economic Coopera-
tion (APEC). Participants 
shared initiatives aimed at 
protecting consumers, and 
emphasized the importance 
of cross-sector (as well as 
international) partnerships 
in combating illegal online 
drug sellers.

Efforts Continue
Seeking to use the global 

nature of the Internet to 
their advantage, illegal 
online drug sellers and 
criminal networks will con-
tinue their efforts to attract 
consumers and evade law 
enforcement. Protecting the 
public health will require 
a similarly global effort 
combining education, 
indicators of safe sources of 
legitimate medications, law 
enforcement actions, and 
increased collaboration to 
increase the effectiveness 
of all of these. Through its 
various programs, includ-
ing Internet site accredita-
tion programs and the now 
active .pharmacy TLD, 
NABP will continue to play 
an important role in these 
efforts and be a vigilant 
protector of the public 
health. 

Newly Accredited DMEPOS Facility
The following facility was accredited through the durable medical equipment, 
prosthetics, orthotics, and supplies (DMEPOS) program:

Shapiro Pharmacy
Boston, MA

A full listing of nearly 450 accredited DMEPOS companies representing almost 28,500 facilities is available on the 
NABP website at www.nabp.net. 

http://www.nabp.net
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MPJE Updates to Take Effect in April; Efforts to Inform Candidates, 
Schools, and Boards About Implementation Timeline Under Way

Following a thorough 
expert panel review and the 
analysis of a content domain 
survey, revisions to the Multi-
state Pharmacy Jurisprudence 
Examination® (MPJE®) 
competency statements will 
be implemented in April 
2016, along with a new pass-
ing standard. At this time, the 
number of examination items 
and the maximum testing 
time will increase, and a cor-
responding fee increase will 
be implemented. NABP has 
provided detailed informa-
tion on the changes, as well as 
the impact on the registration 
process, in the 2016 NAPLEX/
MPJE Candidate Registration 
Bulletin which is now avail-
able on the NABP website. 
NABP has also planned 
additional communications 
to alert candidates to the 
upcoming changes.

2016 MPJE 
Registration 
Deadlines   

Registration for the cur-
rent MPJE will remain open 
through April 3, 2016, and 
candidates who register by 
that date will have until April 
10, 2016, to take the examina-
tion. Candidates who register 
by April 3, 2016, must com-
plete the following steps in 
time to schedule and take the 
MPJE by April 10, 2016.

• Complete graduation 
requirements as 
applicable.

• Be granted eligibility by 
the board of pharmacy.

• Receive an Authorization 
to Test from Pearson VUE.

• Schedule appointment to 
test with Pearson VUE by 
April 10, 2016. 

• Complete any change of 
jurisdiction.
If a candidate registers 

for the MPJE by April 3, but 
does not take the exam on or 
before April 10, 2016, their 
registration will be canceled 
and their fee of $210 will be 
refunded. The candidate will 
then need to register for the 
updated exam on or after 
April 12, 2016, and submit the 
new fee of $250. For candi-
dates completing a new reg-
istration, the board will need 
to grant the eligibility to test 
under the new MPJE registra-
tion. Candidates who sched-
ule resits but do not take the 
exam by April 10, 2016, will 
receive a refund of the $90 
resit fee and they must then 
register for the updated MPJE 
and pay the $250 registration 
fee. No refunds will be issued 
for change of jurisdiction.

Candidates who will not 
meet graduation require-
ments in time to complete 
the registration and sched-
uling steps outlined above 

are advised by NABP to wait 
to register until registra-
tion opens for the updated 
MPJE. 

Registration for the up-
dated MPJE opens April 12, 
2016. The fee will be $250 to 
account for the additional 
seat time and exam develop-
ment. The updated MPJE 
will be administered begin-
ning April 15, 2016.

Communication to 
Candidates

In addition to the in-
formation provided in the 
Bulletin, candidates will be 
informed of the upcom-
ing MPJE changes through 
additional communications. 
Messaging in the online 
registration system now 
informs candidates about 
the upcoming changes and 
registration deadlines for 
the current MPJE.

In January, deans of 
schools and colleges of 
pharmacy were sent via 
email a PDF flyer that they 
may distribute and post to 
alert students of the up-
coming MPJE changes. 

Current MPJE

April 3, 2016 Last day to register for the current MPJE

April 10, 2016 Last day to take the current MPJE with Pearson VUE

April 11, 2016 Any open registrations for MPJE will be closed if the candidate did not  
  complete the exam by April 10. The registration fee of $210 will be refunded.

Updated MPJE

April 12, 2016 Registration opens for the updated MPJE. The fee will be $250.

April 15, 2016 Scheduled administrations of the updated MPJE begin.

Beginning in January, 
any candidate with an open 
MPJE registration for whom 
an Authorization to Test has 
been generated will receive 
an email informing them 
they should complete all 
steps needed to schedule and 
take their examination no 
later than April 10, 2016. The 
email will explain the refund 
process for candidates who 
register but do not complete 
the exam by this date. 

Prior to refunds being 
issued to candidates not 
completing the exam by 
April 10, a reminder mes-
sage regarding the refund 
process and the need to 
grant eligibility for new 
MPJE registrations will be 
sent to the boards.

Any questions regarding 
this process for implement-
ing the new MPJE may be 
directed to NABP Customer 
Service at 847/391-4406. 
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were successful and the 
sale/purchase agreement 
were rescinded. The court 
found that the Licensee 
failed to show a likelihood 
of success in that lawsuit 
as well and, thus, failed to 
show the irreparable harm 
in denying her request to 
prohibit enforcement of 
the licensure surrender.

Finally, the court found 
that the equities “tip in fa-
vor of the [Board].” In the 

Legal Briefs 
(continued from page 33)

stipulated surrender con-
tained in the settlement 
agreement, the Licensee 
admits the factual basis 
of the original complaint. 
As noted by the court, 
these admissions concede 
“some shocking allega-
tions” and allowing the 
license to be maintained 
would more likely consti-
tute actions potentially 
harmful to the public. 
Based upon all these 
related factors, the court 
denied the requests of the 
Licensee.

The facts related to this 
legal dispute illustrate the 
flexibility in boards of 
pharmacy when fashioning 
resolutions to allegations 
of violations of the practice 
act or regulations. In this 
case, the Board negotiated 
a surrender of licensure as 
a basis for resolution of a 
complaint. The facts seem 
to indicate serious viola-
tions of the law. The Li-
censee, on the other hand, 
agreed to surrender her 
license as part of the settle-
ment agreement. The fact 

that the buyer of her phar-
macy could not acquire the 
necessary license to law-
fully operate a pharmacy is 
not relevant to the resolu-
tion of the original dispute. 
The ultimate beneficiaries 
of these negotiated settle-
ment agreements should be 
the consuming public, and 
the boards of pharmacy 
must always maintain such 
a public protection per-
spective. 

Melamed v. Herold, 2015 
U.S. Dist. LEXIS 151148 
(U.S. Dist. Ct. CA 2015) 

wholesale distributor un-
der Title 21 Code of Fed-
eral Regulations 203.3). 
Additionally, the receipt 
of a prescription drug by 
a person other than the 
consumer or patient (eg, 
returns processors/reverse 
logistics providers) was 
included in the revised 
definition of wholesale 
distribution. 

Boards should be aware 
that the DSCSA’s revised 
definitions of wholesale 
distribution in section 
503(e)(4) of the FD&C Act 
and wholesale distributor 
in section 581(29) of the 
Act exclude manufactur-
ers, manufacturers’ co-
licensed partners, 3PLs, 
and repackagers. 

Other key elements of 
the DSCSA include:

• Beginning November 27, 
2014, 3PLs were required 

DSCSA 
(continued from page 35)

to report certain basic 
licensing information to 
FDA on an annual basis, 
while the requirement 
for wholesale distributors 
to similarly report went 
into effect on January 1, 
2015.

• FDA’s public database 
of authorized wholesale 
distributors and 3PLs 
was announced on 
October 6, 2015, and is 
being updated by FDA 
each business day. 

• Until November 27, 2019, 
wholesale distributors 
may accept saleable 
returns from dispensers 
and repackagers and 
further distribute the 
product with a new 
transaction history that 
starts with the wholesale 
distributor that accepted 
the return. 

• Dispensers may return 
saleable product to 
the trading partner 
from which the 

dispenser obtained 
the product without 
providing product 
tracing information 
(ie, transaction history/
transaction information/
transaction statement). 

• Dispensers, 
manufacturers, 
repackagers, and 
wholesale distributors 
(but not 3PLs) are subject 
to the product tracing, 
product identifier, 
authorized trading 
partner, and verification 
requirements under 
section 582 of the FD&C 
Act. 

• Failure to comply with 
the requirements for 
trading partners under 
section 582 of the 
FD&C Act (excluding 
3PLs), failure to comply 
with the licensing and 
reporting requirements 
for 3PLs under section 
584 of the Act, and 
the failure to comply 

with the licensing and 
reporting requirements 
for wholesale distributors 
under section 503(e) of 
the Act are prohibited 
under section 301(t) of 
the Act and may result in 
criminal penalties under 
section 303 of the Act. 
The presentation also 

included a discussion of 
challenges in implement-
ing the law, as well as 
cases illustrating the need 
to address diversion and 
other drug supply chain 
threats. Staff noted that 
collaboration among state 
and federal regulators is 
needed to meet such chal-
lenges and to protect the 
drug supply chain. Staff 
concluded that NABP is 
also doing its part to en-
sure that VAWD meets all 
new federal regulations 
and continues to help 
safeguard the national 
supply chain of prescrip-
tion drugs. 
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Interactive Forum Gathers Compliance Officers, Legal Counsel, and 
Surveyors to Collaborate on Common Board of Pharmacy Challenges

Recognizing the num-
ber of issues that cross 
over between board of 
pharmacy compliance 
officers and legal counsel, 
NABP held the Interactive 
Compliance Officer and 
Legal Counsel Forum on 
December 1-2, 2015, at the 
Hilton Chicago/North-
brook in Northbrook, IL. 
Part of the fall 2015 Inter-
active Forum series themed 
“Reconnect, Recharge, 
Revitalize – Strengthening 
Board of Pharmacy Collab-
oration,” the event gathered 
41 compliance officers and 
25 legal counsel from 39 
member boards of phar-
macy and one associate 
member board to collabo-
rate and discuss common 
shared challenges. 

In addition, the annual 
NABP surveyor workshop 
was held at the same time 
and surveyors participat-
ed in some of the forum 
sessions. Prior to the start 
of the forum, a number of 
attendees participated in a 
“Gown and Garb” train-
ing as part of the sur-
veyor workshop. During 
this training, surveyors 
and compliance officers 
learned how to dress 
appropriately for sterile 
compounding. 

The Interactive Forum 
was divided into two days 
of sessions designed to 
provide attendees with 
valuable new ideas. The 
forum included joint 
sessions where topics 
discussed common issues 
faced by all three groups – 

compliance officers, legal 
counsel, and surveyors. 
The forum also included 
breakout sessions that 
discussed issues specific 
to each group’s unique 
role in the protection of 
public health. To ensure 
that the forum focused on 
issues of special interest 
to attendees, a survey was 
sent prior to the meeting 
asking them to identify 
topics they would like to 
discuss. These topics were 
incorporated into a shared 
discussion portion of the 
meeting. Throughout the 
forum, attendees posed 
challenging questions and 
offered a variety of rele-
vant experiences, perspec-
tives, and information. 
Panelists on each topic 
included board of phar-
macy executive officers, 
compliance officers, legal 
counsel, surveyors, and 
NABP staff. Each panelist 
provided a brief overview 
of the topic, then time was 
provided for discussion 
among all attendees.

Forum Overview
The first day of the fo-

rum began with a greeting 
from Joseph L. Adams, 
RPh, NABP chairperson, 
welcoming all attend-
ees and explaining the 
purpose of the meeting. 
Adams emphasized the 
importance that inter-
action and discussion 
have in the success of the 
meeting. He encouraged 
all attendees to discuss 
issues freely and honestly 

with their colleagues to 
help better understand 
and create solutions to the 
challenges faced by the 
boards.

The first topic of the fo-
rum, “DQSA Revamped,” 
was a joint session that 
gathered all groups to dis-
cuss both Title I and Title 
II of the Drug Quality and 
Security Act (DQSA) of 
2013. During this session, 
panelists led a discus-
sion on the challenges of 
regulating sterile com-
pounding activities under 
DQSA and issues related 
to wholesale distribution.

The second topic, 
“Pharmacist Care Re-
viewed,” covered the 
discussion on team-based 
care that took place at the 
2015 Tri-Regulator Sym-
posium, on October 6-7, 
2015, in Arlington, VA. In 
addition, the regulation of 
pharmacist care services 
and licensees’ responses 
to subpoenas in pharmacy 
medication error investi-
gations were discussed. 

The first day of the 
forum ended with an 
interactive group dinner, 
which provided an op-
portunity for additional 
networking. NABP Presi-
dent Edward G. McGinley, 
MBA, RPh, greeted and 
thanked attendees for 
their participation in the 
day’s discussions. Prior to 
dinner being served, the 
shared discussion topics 
session was held. Each 
table was given a topic 
that had been suggested 

through the pre-meeting 
survey. Topics addressed 
included use and imple-
mentation by the states of  
the Model State Pharmacy 
Act and Model Rules of the 
National Association of 
Boards of Pharmacy, phar-
macy liability precedent-
setting cases impacting 
future regulatory direc-
tions, regulating non-
credentialed pharmacies 
dispensing into a state, 
discipline in failure to dis-
close cases, compounding 
hospitals and compliance 
with United States Phar-
macopeia Chapters <795> 
and <797>, common 
violations and penalties, 
electronic prescriptions 
for controlled substances, 
common challenges faced 
by compliance officers, 
treatment/counseling af-
ter naloxone administra-
tion, and telemedicine.

Day two of the meeting 
delved into topics specific 
to each of the three  
groups – compliance 
officers, legal counsel, and 
surveyors. The first com-
pliance officer session was 
“Diversion – Trends, Sche-
mes, and Prevention.” This 
session included a discus-
sion on prescription mo-
nitoring programs (PMPs) 
and if PMP mandatory use 
has an impact in preven-
ting diversion, as well as a 
discussion on pharmacy 
robberies. In addition, two 
compliance officers shared 
their experiences related to 
inspecting pharmacies and 

(continued on page 42)
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Panelists Spark Discussion With Compliance Officers and Legal 
Counsel on Key Issues Affecting Boards

On December 1-2, 2015, board of pharmacy compliance officers and legal counsel convened in Northbrook, IL,  
for the two-day NABP Interactive Compliance Officer and Legal Counsel Forum themed “Reconnect, Recharge,  
Revitalize – Strengthening Board of Pharmacy Collaboration.” The Interactive Forum provided a unique opportu-
nity for both professions to share and collaborate on pertinent issues facing the boards of pharmacy. With the annual 
surveyor training workshop taking place during the same time, NABP surveyors also participated in some of the forum 
sessions. More information on the forum is available on pages 39 and 42 of this Newsletter. 

Examining the Challenges of DQSA
The first session, “DQSA Revamped,” gathered 
compliance officers, legal counsel, and surveyors 
to discuss Title I and Title II of the Drug Quality 
and Security Act (DQSA) of 2013. Panelists shared 
the challenges of regulating sterile compounding 
activities under DQSA and issues related to wholesale 
distribution. Pictured from left to right: Gregg 
Goneconto, supply chain security consultant, NABP; 
Gregg Jones, RPh, CPh, compliance senior manager, 
NABP; Kelly Ann Barnes, JD, RPh, director of pharmacy 
quality assurance, Massachusetts Board of Registration 
in Pharmacy; and session moderator Joseph L. Adams, 
RPh, NABP chairperson.

Board Compliance Officers and Legal Counsel Review, Discuss Pharmacist Care 
The joint session “Pharmacist Care Reviewed” gathered compliance officers and legal counsel to discuss team-based care, regulating and inspecting 
pharmacist care services, and medication error investigations. Pictured from left to right: Daniel Kelber, JD, associate general counsel, Illinois Department of 
Financial and Professional Regulation, Division of Professional Regulation – State Board of Pharmacy; Cheri Atwood, RPh, director of compliance, Mississippi 
Board of Pharmacy; Kathy Salinas, RPh, compliance officer, Texas State Board of Pharmacy; Stefan Cange, JD, assistant general counsel, Tennessee Board of 
Pharmacy; and session moderator Hal Wand, MBA, RPh, NABP president-elect.



41

february 2016

Association News

Legal Counsel Share Perspectives 
on Supreme Court Ruling
The breakout session “North Carolina Board 
of Dental Examiners v FTC Supreme Court 
Decision,” provided an opportunity for 
legal counsel to discuss the case and states’ 
perspectives regarding the Supreme Court 
decision and the Federal Trade Commission 
(FTC) staff guidance document. Pictured from 
left to right: session moderator Jeanne D. 
Waggener, RPh, NABP treasurer; Brinda White, 
JD, assistant attorney general, Oklahoma State 
Board of Pharmacy; Jack W. “Jay” Campbell 
IV, JD, RPh, executive director, North Carolina 
Board of Pharmacy and member, NABP 
Executive Committee; and David Ingram, JD, 
associate legal counsel, State of Ohio Board of 
Pharmacy.

Compliance Officers Discuss Timely Issues 
Related to Drug Diversion
Portions of the Interactive Forum provided breakout sessions 
for both groups to discuss issues specific to their role on the 
board of pharmacy. The breakout session for compliance 
officers, “Diversion – Trends, Schemes, and Prevention,” 
focused on issues related to diversion including prescription 
monitoring programs, pharmacy robberies, and experiences 
and challenges of inspecting pharmacies. Pictured from 
left to right: session moderator Richard B. Mazzoni, RPh, 
member, NABP Executive Committee; Brenda McCrady, 
PD, assistant director, Arkansas State Board of Pharmacy; 
Shannon Allen, RPh, pharmacy and drug inspector, Kentucky 
Board of Pharmacy; Timothy Reilly, RPh, pharmacy inspector, 
Virginia Board of Pharmacy; and John Gadea, Jr, RPh, 
director, Connecticut Department of Drug Control.

Panelists Share New Business 
Models and Inspection Resources
Compliance officers gathered for the breakout 
session “Common Ground” to discuss 
business models that are new to the pharmacy 
distribution chain and new resources that 
are available to assist the state boards of 
pharmacy with out-of-state inspections 
including the Multistate Pharmacy Inspection 
Blueprint and Verified Pharmacy Program® 

(VPPTM). Pictured from left to right: Eric A. 
Griffin, RPh, compliance and enforcement 
supervisor, State of Ohio Board of Pharmacy; 
session moderator Gary Dewhirst, RPh, 
member, NABP Executive Committee; Lisa 
Huxhold, VPP manager, NABP; Gregg Jones, 
RPh, CPh, compliance senior manager, 
NABP; Daniel Vincent, RPh, field investigator, 
Vermont Board of Pharmacy.
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Interactive Forum 
(continued from page 39)

Legal Counsel Discuss Regulatory Issues Affecting the Boards
During the breakout session “Regulatory Update,” legal counsel discuss regulatory issues affecting the boards including case law, pharmacy student/
applicant/American with Disabilities Act issues, and ethical considerations. Pictured from left to right: Dale Atkinson, JD, Atkinson & Atkinson and outside 
legal counsel, NABP; Cheryl Lalonde, JD, board counsel, Kentucky Board of Pharmacy; session moderator Philip P. Burgess, MBA, DPh, RPh, member, NABP 
Executive Committee; Linda Bethman, JD, assistant attorney general, Maryland Board of Pharmacy; Carlos Finalet III, JD, general counsel, Louisiana Board of 
Pharmacy; and Maria Incrocci, PhD, RPh, competency assessment senior manager, NABP.

other facilities within their 
states and how they have 
dealt with difficult situa-
tions.

The first legal counsel 
session was “North Carolina 
Board of Dental Examin-
ers v FTC Supreme Court 
Decision.” This topic began 
with an overview of the case 
followed by a discussion on 
states’ perspectives regard-
ing the Supreme Court deci-
sion and the Federal Trade 
Commission (FTC) staff 
guidance document.

Later that morning, the 
compliance officers gath-
ered for another session 
geared toward their pro-
fession titled “Common 
Ground.” During this topic 
a discussion was led on 

how boards are regulating 
third-party logistic provid-
ers, virtual distributors, 
and other business models 
that are new to the phar-
macy distribution chain. 
In addition, NABP staff 
provided an overview on 
new resources that are 
available to the state boards 
of pharmacy to assist states 
with inspections of out-of-
state licensees. 

A second session geared 
toward legal counsel was 
also held later that morn-
ing. The topic “Regulatory 
Update” included a discus-
sion on case law updates, 
pharmacy student/ap-
plicant/Americans with 
Disabilities Act issues, and 
ethical considerations for 
legal counsel. 

Lastly, compliance of-
ficers, legal counsel, and 

surveyors gathered togeth-
er again for a joint session 
to discuss and recap the 
shared discussion topics 
from the group dinner. 
Representatives who were 
designated by each group 
shared findings from the 
discussion with all  
attendees. 

Closing the meeting, 
NABP President-Elect Hal 
Wand, MBA, RPh, remind-
ed attendees of the number 
of resources that are avail-
able to NABP members, 
including NABP programs 
and services and NABP 
activities. For example, at-
tendees were encouraged to 
volunteer to be a member 
of a committee or task 
force, as well as encouraged 
to submit nominations for 
the awards to be presented 
at the NABP 112th Annual 

Meeting. Attendees were 
also reminded about free, 
online sterile compound-
ing training programs that 
are available through the 
State Board Assist Program 
provided by CriticalPoint, 
LLC. 

Future Collaboration
To continue to provide 

the boards of pharmacy 
with opportunities to 
gather and share common 
challenges and experi-
ences, the NABP Interactive 
Forum series will return in 
fall 2016. The 2016 forums 
will be geared toward board 
of pharmacy executive 
officers and members. For 
more information about 
future meetings, visit the 
Meetings section on the 
NABP website at www 
.nabp.net.  

www.nabp.net
www.nabp.net
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NABP Anticipates Existing VPP Pharmacies to Request New Inspections 
to Meet State Inspection Frequency Requirements 

To comply with state 
inspection requirements, 
many pharmacies partici-
pating in the Verified Phar-
macy Program® (VPPTM) 
will likely request new in-
spections from NABP. Many 
state boards of pharmacy 
require that sterile com-
pounding pharmacies (com-
munity or hospital) provide 
a recent or current inspec-
tion report. Specific require-
ments vary from state to 
state and can often range 
from requiring a report be 
completed within the past 
six months to the past two 
years. Additionally, some 
states require that nonsterile 
compounding and general 
retail pharmacies provide 
a current report, often no 
more than two years old, in 
order to renew or be issued 
a license. By routinely and 
proactively requesting  

inspections, VPP pharma-
cies can do their part to 
ensure they meet their state 
boards’ inspection fre-
quency requirements. 

Further, by keeping a cur-
rent inspection report on file 
with NABP, the pharmacy is 
allowing the state boards of 
pharmacy to have access to 
not only verified licensure 
and disciplinary data, but a 
complete observation of the 
pharmacy’s operations and 
activities to further assist 
the boards when making 
their licensure decisions. 

Verified data continues to 
be made available to autho-
rized individuals through 
VPP and the secure inspec-
tion sharing network. At 
press time, at least 361 phar-
macies have applied to VPP 
and currently, or soon will, 
have verified data available 
for the boards to view. This 

verified data is provided to 
the member boards in an ef-
fort to further support them 
in making informed licen-
sure decisions for their non-
resident pharmacies. Of the 
361 VPP pharmacies, more 
than 30 have reapplied for a 
more current inspection hav-
ing previously been inspected 
through VPP. Additionally, of 
the 361 pharmacies:

• 164 pharmacies engage 
in only nonsterile 
compounding;

• 42 pharmacies 
engage in only sterile 
compounding;

• 108 pharmacies engage 
in both sterile and 
nonsterile compounding 
(two of which were also 
registered as outsourcing 
facilities at the time of 
inspection);

• 45 pharmacies are general 
retail or mail-order 

pharmacies with no 
compounding; and

• 2 pharmacies are nuclear 
pharmacies.
Developed by NABP in 

partnership with member 
boards of pharmacy, VPP 
facilitates the communica-
tion of important inspec-
tion and licensure infor-
mation between the state 
boards of pharmacy and 
serves as an information 
hub that provides verified 
data to support boards’ 
licensure processes for 
nonresident pharmacies.

For more information 
contact the NABP Accredi-
tation department at  
vpp@nabp.net.  

NABP Surveyors Attend Annual Training Workshop to Build on Skill Sets
On December 1-2, 2015, the NABP surveyors met for their annual training workshop in Northbrook, IL, for the opportunity to build on their skill sets 
and expertise that allows them to operate consistently with the applicable standards for each program and jurisdiction. The surveyor workshop included 
presentations on an overview of surveying; wholesaler perspectives on the implementation of the Drug Supply Chain Security Act; survey and inspection 
findings; and an overview on NABP accreditation programs and inspection programs. Surveyors who inspect sterile compounding facilities also completed 
a gown and garb exercise. In addition, the workshop was held in conjunction with the NABP Interactive Compliance Officer and Legal Counsel Forum and 
provided surveyors with the opportunity to attend some of the forum sessions. 

mailto:vpp@nabp.net
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In November 2015, the 
NABP PMP InterCon-
nect®  Steering Committee 
met by teleconference to 
discuss issues related to 
the administration and 
function of the program. 
The Steering Committee 
conveyed concerns regard-
ing whether prescribers 
were properly trained on 
understanding a prescrip-
tion monitoring program 
(PMP) report, discussed an 
update on application pro-
gramming interface (API) 
Version 4, and received a 
report on the Prescription 
Monitoring Information 
Exchange (PMIX) archi-
tecture.

During its meeting, the 
Steering Committee noted 
that many prescribers have 
access to PMP reports, but 
often do not know what 
to do with the informa-
tion provided. To address 
this concern, the Steering 
Committee recommended 
that NABP work with 
health care organizations 

PMP InterConnect Steering Committee Discusses Need to Develop 
Prescription Monitoring Program Training Resources for Prescribers

to develop or promote the 
development of training 
resources for prescribers. 
The Steering Committee 
noted that the training 
should provide an under-
standing of how to inter-
pret PMP patient report 
data, interact with the 
patient, and assist with de-
vising treatment plans and 
referrals. In addition, the 
Steering Committee noted 
that opportunities for 
continuing education may 
facilitate this endeavor. 

Also during the meeting, 
the Steering Committee 
reviewed an update on 
states’ transition to the 
new software version – API 
Version 4 – which was 
upgraded to further assist 
data exchanges between 
NABP PMP InterConnect 
program participants. The 
majority of states have 
already transitioned to the 
new software. Other states 
are currently working with 
their vendors to make the 
full transition. 

As a follow-up 
to its July PMP 
InterConnect 
2015 in-person 
meeting, the Steering 
Committee also received 
information about NABP’s 
efforts to continue work-
ing with the Bureau of 
Justice Assistance to 
comply with the PMIX 
architecture to facilitate 
interstate data sharing for 
the mutual goal of national 
interoperability. 

Composed of representa-
tives of PMPs that partici-
pate in PMP InterConnect, 
the Steering Committee 
serves as the governing 
body of the program. The 
committee meets at least 
once per calendar year, in 
person or by teleconfer-
ence. Currently, there are 
35 members on the com-
mittee, which consists of 
representatives from those 
states that have signed a 
memorandum of under-
standing (MOU) with 
NABP: Alaska, Arizona, 

Arkansas, Colorado, Con-
necticut, Delaware, Idaho, 
Illinois, Indiana, Iowa, 
Kansas, Kentucky, Loui-
siana, Maine, Maryland, 
Michigan, Minnesota, Mis-
sissippi, Montana, Nevada, 
New Jersey, New Mexico, 
New York, North Carolina, 
North Dakota, Ohio, Okla-
homa, Rhode Island, South 
Carolina, South Dakota, 
Tennessee, Utah, Virginia, 
West Virginia, and Wiscon-
sin. Additional members 
will join as they execute an 
MOU with NABP. Current-
ly, four states/jurisdictions 
have MOUs under review.

The Steering Commit-
tee will meet in person 
on July 20-21, 2016, in 
Rosemont, IL. 

More information about 
PMP InterConnect is avail-
able in the Programs sec-
tion of the NABP website 
at www.nabp.net. 

A full listing of the accredited VIPPS pharmacy sites representing more than 12,000 pharmacies is available on the NABP 
website at www.nabp.net. 

Newly Accredited VIPPS Facilities
The following Internet pharmacies were accredited through the NABP Verified 
Internet Pharmacy Practice Sites® (VIPPS®) program:

Direct Pharmacy Source, Inc 
www.directpharmacysource.com

Gentry Health Services, Inc 
www.gentryhealthservices.com

New Life Pharmacy, LLC 
www.newlifepharmacy.com

http://www.nabp.net
http://www.directpharmacysource.com
http://www.gentryhealthservices.com
http://www.newlifepharmacy.com
http://www.nabp.net
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With the goal of in-
creasing compounding 
safety, CriticalPoint, LLC, 
has launched the Quali-
fied Persons Credential-
ing Program (QPCP) for 
pharmacists at entities 
practicing compounding 
under sections 503A and 
503B of the Drug Quality 
and Security Act (DQSA), 
Title I – Compound-
ing Quality Act. NABP 
strongly believes that these 
pharmacists should be able 
to demonstrate knowledge, 
design sound compound-
ing methodology, and 
develop effective quality 
systems in order to super-
vise such operations. The 
Association is partner-
ing with CriticalPoint to 
inform its member boards 
of pharmacy about the 
QPCP and how the pro-
gram may assist the boards 
in establishing a formal 
and standardized system 
for evaluating, educating, 
and credentialing qualified 
persons for both 503A and 
503B entities. The QPCP is 
detailed below.

• QPCP 503A (for 503A 
entities) provides a 
uniform credentialing 
program that can be uti-
lized by interested state 
boards of pharmacy and 
NABP by building upon 
CriticalPoint’s existing 
Sterile Compounding 
eLearning curriculum, 
specific live sterile com-
pounding class lectures, 
and practicum exercises 
resulting in the acquisi-

NABP Supports Increasing Compounding Safety With CriticalPoint’s 
New Qualified Persons Credentialing Program

tion of specific desired 
demonstrated knowledge 
and psychomotor skills.

• QPCP 503B (for 503B 
entities) provides a uni-
form credentialing pro-
gram that can assist state 
and federal regulatory 
agencies in cooperation 
with NABP to provide 
the necessary oversight 
by using a combina-
tion of CriticalPoint’s 
existing Sterile Com-
pounding eLearning 
curriculum and a five-
day live training course 
titled, “503B Outsource 
Providers: Required Ele-
ments of Performance.” 
To be eligible for QPCP 
503B, individuals would 
first have to successfully 
complete the elements of 
QPCP 503A.

Concept of the 
‘Qualified Person’

The term “qualified 
person” (QP) was first 
established in 1975. It is a 
unique regulatory require-
ment found in the Europe-
an Union pharmaceutical 
regulations. The regula-
tions specify that no batch 
of medicinal product can 
be released for sale or sup-
ply prior to certification 
by a QP that the batch is 
in accordance with the 
relevant requirements. The 
QP is typically a licensed 
pharmacist, biologist, or 
chemist (or a person with 
another permitted aca-
demic qualification) who 
has several years’ experi-

ence working in pharma-
ceutical manufacturing 
operations, and has passed 
examinations attesting to 
his or her knowledge.

The QPCP would 
provide mechanisms to 
achieve the following ob-
jectives and outcomes: 
1. To develop a compound-

ing quality and account-
ability platform for 
503A pharmacists and 
pharmacies that meets 
critical performance 
metrics desired by state 
boards of pharmacy and 
that improves patient 
safety. These metrics 
will complement the 
compounding activi-
ties of the state boards 
of pharmacy and NABP 
through the NABP  
Verified Pharmacy  
Program®.

2. To develop a uniform 
credentialing program 
that all state boards of 
pharmacy could utilize 
to establish confidence 
that 503B entities have 
an identified individual 
responsible for the over-
sight and accountabil-
ity of the quality of the 
medications shipped into 
any state and not simply 
an individual with an 
active license.

3. To clearly delineate and 
establish the responsi-
bilities of the pharmacist 
working in a 503B out-
sourcing facility as man-
dated by the DQSA. These 
responsibilities could be 
developed through the 
collaborative efforts of 
Food and Drug Admin-
istration, state boards of 
pharmacy, NABP, and 
industry experts at a 
stakeholders meeting. 

4. To formalize and elevate 
503B manufacturing 
quality through the ap-
plication of accountabil-
ity for patient safety to a 
specific individual. 
NABP believes that the 

QPCP can provide addi-
tional assurances for the 
state boards of pharmacy 
in regard to the safety of 
sterile compounding phar-
macies and ultimately the 
public health. CriticalPoint 
has been committed to im-
proving sterile compound-
ing practice for many years 
and has supported and 
responded to the needs of 
the various state boards. 

The Association is 
partnering with  
CriticalPoint to 
inform its member 
boards of pharmacy 
about the QPCP and 
how the program may 
assist the boards in 
establishing a formal 
and standardized 
system for evaluat-
ing, educating, and 
credentialing quali-
fied persons for both 
503A and 503B  
entities. 
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Sponsorship and Educational Grant Opportunities Available for the 
NABP 112th Annual Meeting in San Diego, CA

NABP is offering nu-
merous sponsorship and 
educational grant oppor-
tunities for organizations 
seeking to support public 
protection efforts during 
the NABP 112th Annual 
Meeting, to be held May 
14-17, 2016, at the Hilton 
San Diego Bayfront Hotel 
in San Diego, CA. Contrib-

uting organizations help 
NABP provide quality pro-
grams designed to assist 
board of pharmacy mem-
bers, executive officers, 
and compliance staff to 
meet their responsibilities 
for safeguarding the public 
health, while creating vis-
ibility for the sponsoring 
organization. 

Annual Meeting spon-
sors will be recognized 
appropriately in various 
materials and aspects 
of the Annual Meeting. 
In addition, sponsoring 
organizations contribut-
ing $5,000 or more to the 
meeting are entitled to two 
complimentary meeting 
registrations valued at $575 

each. Contributions of 
$1,000 to $4,999 entitle the 
donors to one complimen-
tary meeting registration.

For more details on 
sponsorship and grant 
opportunities, organiza-
tions may contact NABP 
via email at prof-affairs@
nabp.net or via phone at 
847/391-4406. 

Online registration will 
soon be available for the 
NABP 112th Annual Meet-
ing, which will be held May 
14-17, 2016, at the Hilton 
San Diego Bayfront Hotel in 
San Diego, CA. 

New this year, NABP 
launched an improved 
online registration system 

Online Registration Available in February for the 112th Annual Meeting
in an effort to simplify and 
streamline the registration 
process for attendees. 

Registration may be ac-
cessed via the Meetings sec-
tion of the NABP website. 
Attendees are encouraged to 
register early to receive re-
duced meeting registration 
and hotel reservation rates. 

In order to receive the early 
registration rate, attendees 
must register on or before 
April 8, 2016. NABP offers 
attendees three payment 
options:

• Using a credit card 
(American Express, 
MasterCard, or Visa)

• Mailing in the payment

• Paying on site in San 
Diego
The deadline to receive 

the early hotel reservation 
rate is April 21, 2016. 

More information about 
the 112th Annual Meeting is 
also available in the Meet-
ing section of the NABP 
website at www.nabp.net. 

The NABP Foundation™ 
is once again offering ac-
tive member state boards 
of pharmacy travel grant 
opportunities to attend the 
NABP 112th Annual Meet-
ing to be held May 14-17, 
2016, at the Hilton San 
Diego Bayfront Hotel in 
San Diego, CA. One grant 
will be awarded to a current 
board member or adminis-
trative officer of each active 
NABP member board of 
pharmacy, as designated by 
the board’s administrative 
officer. 

In order to receive reim-
bursement, active member 
boards of pharmacy must 

NABP Encourages Members to Apply for 112th Annual Meeting Travel Grant
have a voting delegate in 
attendance at the Annual 
Meeting to vote during all 
applicable business sessions. 

The grant was estab-
lished to assist boards in 
sending voting delegates 
to the Annual Meeting so 
they may participate in im-
portant business, including 
discussing and voting upon 
resolutions and amend-
ments to the NABP Consti-
tution and Bylaws, electing 
NABP Executive Commit-
tee officers and members, 
and attending educational 
sessions regarding current 
issues facing pharmacy 
regulators. 

The NABP Annual 
Meeting Travel Grant pro-
gram lessens the costs for 
qualified individuals by 
providing funds for travel 
expenses, including travel, 
hotel rooms, meals, taxis, 
parking, and tips. Eligible 
individuals can receive up 
to $1,500 in grant mon-
ies to attend the NABP 
112th Annual Meeting. The 
grant does not include 
Annual Meeting registra-
tion fees. 

Grant applications may 
be obtained from NABP 
upon the direct requests 
of executive officers of the 
state boards of pharmacy. 

Applications can be sub-
mitted by mail to NABP 
Headquarters or via email 
at exec-office@nabp.net. 
NABP requests that ap-
plications be submitted 
prior to the Annual Meet-
ing. All applicants will 
be informed of whether 
they have qualified for the 
grant. Last year, 40 state 
boards of pharmacy ap-
plied and were approved 
for the NABP 111th Annual 
Meeting Travel Grant. 

For more information on 
the Annual Meeting Travel 
Grant, contact NABP 
Executive Office at exec-
office@nabp.net. 

http://www.nabp.net
mailto:exec-office@nabp.net
mailto:exec-office@nabp.net
mailto:exec-office@nabp.net
mailto:prof-affairs@nabp.net
mailto:prof-affairs@nabp.net
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Boris Brott, an inter-
nationally recognized 
Canadian conductor who 
holds major posts as a 
music director in Canada 
and the United States, will 
inspire attendees with his 
keynote speech, “Playing 
Together,” during the NABP 
112th Annual Meeting. An 
award-winning conductor 
and developer of mul-
tiple orchestras, Brott also 
devotes time to mentoring 
young musicians and shar-
ing his talent with radio and 
film audiences. During his 
keynote address, Brott will 
engage attendees with an in-
teractive musical presenta-
tion to show the similarities 
between the business world 
and a symphony orchestra. 
Teamwork and leadership, 
the need for creativity, the 
joy of communication, and 
the achievement of success 
are among the topics that 
he will discuss during his 
presentation. 

Currently, Brott is artis-
tic director of Brott Music 
Festival, established in 1988 
as Ontario’s principal clas-
sical music festival; conduc-
tor and music director of 
the New West Symphony in 
California; artistic director 
of Symphonia Canada; and 
conductor of the McGill 
Chamber Orchestra in 
Montreal, Canada. Brott has 
committed himself to the 
development of new audi-
ences and young artists. His 
programs have received rave 
reviews, particularly his se-
ries of concerts bringing to 
life the great classical com-

Internationally Recognized Conductor to Focus on Teamwork and 
Creativity During Annual Meeting Keynote Address 

posers. The National Acad-
emy Orchestra, a unique 
mentor-apprentice program 
in which emerging young 
musicians gain invaluable 
experience from working 
with seasoned professionals, 
stands as the centerpiece of 
his music festival in On-
tario, Canada.

He has developed 
a corollary career as a 
motivational speaker, and 
gives over 30 presentations 
annually to Fortune 500 
companies around the world 
linking music and busi-
ness. The speeches center 
around the “teamwork” and 
“creativity” aspects of music 
and business. A partial list 
of recent audiences includes 
the CEOs of IBM, American 
Express, American Airlines, 
Compaq, Intel, General 
Electric, Sun Microsystems, 
and General Motors.

In Canada, Brott has 
developed no less than 
six Canadian orchestras: 
Thunder Bay Symphony, 
Regina Symphony, Kitch-
ener-Waterloo Symphony, 
CBC Winnipeg, Symphony 
Nova Scotia, and most 
notably, the Hamilton Phil-
harmonic, where he was 
music director from 1969 to 
1990. He is the founder of 
Symphony Nova Scotia, for 
which he served as artistic 
advisor from 1984 to 1989.

Internationally, Brott has 
served as assistant conduc-
tor to the New York Philhar-
monic under Leonard Bern-
stein, and as music director 
and conductor for the Royal 
Ballet in London, England, 

Northern Sinfo-
nia, and the BBC 
Welsh Symphony. 
In addition, he has 
guest conducted 
in Mexico, the US, 
South America, 
Central America, 
France, Germany, 
Great Britain, 
Italy, Scandina-
via, Japan, Korea, 
Israel, and the 
Netherlands, and 
he also performed Bern-
stein’s Mass for Pope John 
Paul II at the Vatican. His 
guest conducting engage-
ments include appearances 
with the National Arts Cen-
tre Orchestra, the Toronto 
Symphony, Quebec Sym-
phony, Orchestra London, 
and Kitchener-Waterloo 
Symphony in Canada, the 
Bari Symphony in Italy, the 
Jerusalem Symphony, the  
Israel Chamber Orchestra, 
the Rotterdam Philhar-
monic in Holland, and the 
London Symphony Orches-
tra in England.

Brott has won prizes in 
major international compe-
titions: the Pan American 
Conductors Prize in Mexi-
co, the Liverpool Conduc-
tors Competition in Great 
Britain, and the Dimitri 
Mitropoulos International 
Conductors Competition in 
New York, where he joined 
the ranks of Seiji Ozawa and 
Claudio Abbado as the Gold 
Medal Winner. In 1987, 
he was awarded Canada’s 
highest civic honor, Officer 
of the Order of Canada. He 
was awarded an honorary 

doctorate of law in 1988 at 
McMaster University, was 
made a Knight of Malta in 
1990, selected as an “Inter-
national Man of the Year” 
by the International Bio-
graphical Centre, in Cam-
bridge, England, in 1992, 
and was elected a fellow of 
the Royal Society of Arts of 
Great Britain in 1996.

Besides numerous film 
and radio commitments, 
Brott has conducted, pro-
duced, and hosted over 100 
television programs on both 
sides of the Atlantic. He has 
recorded for CBC, Septre-
Mace, Mercury, Pro-Arte 
Records, and Sony Classical, 
including CDs with the late 
Glenn Gould.

Brott will deliver the 
keynote address during 
the First Business Session 
of the NABP 112th Annual 
Meeting, on Sunday, May 
15, 2016, at the Hilton San 
Diego Bayfront Hotel in San 
Diego, CA. More informa-
tion about the NABP 112th 
Annual Meeting is available 
in the Meetings section of 
the NABP website at www 
.nabp.net. 

Photo courtesy of Keppler Speakers Bureau

www.nabp.net
www.nabp.net
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May 14-17, 2016 Hilton San Diego Bayfront Hotel San Diego, CA

Meeting Program

Saturday, May 14, 2016

10 am - 6 pm 
Registration/Information Desk Open

1:30 - 3:30 pm

Pre-Meeting CPE

4 - 5 pm

From District Meeting to Annual 
Meeting – Learning About NABP

6 - 9 pm

President’s Welcome Reception 
Honoring NABP President  
Edward G. McGinley, MBA, RPh 
Dinner will be served. 
Dress: business casual 

 Sunday, May 15, 2016

7 am - 4:30 pm

Registration/Information Desk Open
8:30 - 11:30 am

Hospitality Brunch and Educational 
Table Top Displays 

8:30 - 11:30 am

Joint CPE
Educational Poster Session 

NooN - 3:15 pm

First Business Session

12:30 - 1:30 pm

Keynote Address 
Boris Brott 
Motivational Speaker 
and Symphony Conductor

3:30 - 4:30 pm

Joint CPE 

 Monday, May 16, 2016

7:30 am - 1 pm

Registration/Information Desk Open

7:30 - 9 am

NABP/USP Breakfast
Sponsored by United States 
Pharmacopeial Convention
(Breakfast served from 7:30 - 8 am)

9:15 - 10:15 am

Joint CPE 

10:30 am - NooN 

Second Business Session

NooN - 12:30 pm

Informal Member/Candidate 
Discussion

Free Afternoon
(No programming)

 Tuesday, May 17, 2016

7:30 am - 4 pm

Registration/Information Desk Open

7:45 - 8:45 am

NABP Breakfast 
8:45 - 10:15 am

Executive Officer and Board 
Member CPE

8:45 - 10:15 am

Compliance Officer CPE

10:30 am - NooN

Joint CPE

NooN - 1:30 pm

Lunch Break
(On your own)

1:30 - 4 pm

Final Business Session

5:45 - 6:45 pm

Awards Dinner Reception

7 - 10 pm

Annual Awards Dinner
Dress: semiformal

Note: The 112th Annual Meeting schedule is 
subject to change.

NABP and the NABP FoundationTM are accredited by the Accreditation Council for Pharmacy Education (ACPE) as providers 
of continuing pharmacy education (CPE). ACPE Provider Number: 0205. Participants may earn ACPE-accredited CPE credit 
by completing a Statement of Continuing Pharmacy Education Participation online and submitting it electronically to NABP. 
Full attendance and completion of the program evaluation and learning assessment for each session are required to receive CPE 
credit and for the credit to be recorded in the CPE Monitor® system. If you do not submit your CPE claim within 60 days of the 
date you completed the CPE activity, you will be unable to receive credit, as this is the maximum amount of time allowed for 

providers to transmit CPE claims to ACPE for credit. Please submit your claim as soon as possible to ensure that you receive credit.

Continuing Legal Education (CLE) Policy: NABP staff will be available to assist attendees on an individual basis to apply for CLE credit 
for attending CPE sessions. To apply for CLE credit, attendees must initiate the program approval process in their own states by completing 
and submitting the appropriate application materials and forms. NABP will provide documentation as necessary.
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• Alexandra Blasi, MBA, 
JD, is serving as the 
executive secretary of 
the Kansas State Board 
of Pharmacy, replacing 
Debra Billingsley, JD. 
Since 2011, Ms Blasi 
has worked for the 
state of Kansas holding 
positions in several 
other departments and 
agencies, including the 
Kansas Department of 
Commerce. Ms Blasi 
received her master of 

business administration 
and her juris doctorate 
degree from Washburn 
University School of 
Business and Law.

Board Member 
Appointments

• Denise Scarpelli,  
PharmD, RPh, has 
been appointed a 
member of the Illinois 
Department of Finan-
cial and Professional 
Regulation, Division 
of Professional Regula-
tion – State Board of 
Pharmacy. Scarpelli’s 
appointment will expire 
April 2, 2020.

• Isaac “Chip” 
Thornsburg has 
been appointed a 
public member of the 
Texas State Board of 
Pharmacy. Thornburg’s 
appointment will expire 
August 31, 2021.

• Rebecca “Suzette” 
Tijerina, RPh, has been 
appointed a member of 
the Texas State Board 
of Pharmacy. Tijerina’s 
appointment will expire 
August 31, 2021.

• Jennifer Yoakum, RPh, 
has been appointed 
a member of the 
Texas State Board of 
Pharmacy. Yoakum’s 

appointment will 
expire August 31, 
2021.

• Ronald LeBlanc, 
PharmD, RPh, has 
been appointed 
a member of the 
Wyoming State 
Board of Pharmacy. 
LeBlanc’s appointment 
will expire March 1, 
2021.

• Brenda Upton, 
PharmD, RPh, 
has been appointed 
a member of the 
Wyoming State Board 
of Pharmacy. Upton’s 
appointment will expire 
March 1, 2021. 

Executive Officer 
Changes

Reserve a Spot for the Annual Meeting’s Educational Poster Session; 
Event to Feature New Contest on .Pharmacy TLD

The deadline to reserve a 
spot as a presenter for the 
NABP Annual Educational 
Poster Session is Friday, 
March 4, 2016. The Poster 
Session will be held Sunday, 
May 15, from 8:30 to 11:30 
am, during the NABP 112th 
Annual Meeting, at the 
Hilton San Diego Bayfront 
Hotel in San Diego, CA.

Posters must reflect the 
overall theme of patient 
safety.

New this year, the Poster 
Session will feature a con-
test inviting participants 
to create online content 
that will encourage patient 
safety by educating con-
sumers about the .Phar-
macy Top-Level Domain 
(TLD) Program. State board 

of pharmacy members and 
staff, as well as schools and 
colleges of pharmacy, are 
invited to participate, and 
boards are encouraged to 
partner with the schools on 
posters as well. To qualify 
for the contest, those dis-
playing posters must create 
or plan a web page, website, 
or other online content that 
focuses on educating pa-
tients about the dangers of 
purchasing medications on-
line from unknown sources, 
and how to look for a safe, 
trusted pharmacy-related 
website via the .Pharmacy 
TLD Program. The Poster 
Session presenter(s) that 
best demonstrates the 
.pharmacy patient safety 
initiative will win the con-

test and be awarded a $100 
American Express gift card.

Participants may earn one 
contact hour (0.1 CEU) of 
Accreditation Council for 
Pharmacy Education-ac-
credited continuing phar-
macy education (CPE) credit 
for their attendance and 
participation. Presenters are 
not automatically qualified 
for CPE. To earn CPE, both 
presenters and participants 
must spend at least one hour 
interacting with other Poster 
Session presenters and suc-
cessfully complete a post-
session test. 

Participating boards and 
schools and colleges of phar-
macy will be provided with 
one four-foot by six-foot bul-
letin board, which should be 

staffed by a qualified repre-
sentative, such as a registered 
pharmacist, during display 
times. Assembly time will be 
available on Sunday, May 15, 
from 7:30 to 8:15 am. Student 
presenters are welcome and 
must be accompanied by a 
licensed pharmacist. Phar-
macy school students will 
receive a free voucher valued 
at $65 to take the Pre- 
NAPLEX®, a practice exami-
nation for students prepar-
ing for the North American 
Pharmacist Licensure Exami-
nation® (NAPLEX®).

Those interested in par-
ticipating should contact the 
NABP Professional Affairs 
Manager via email at prof-
affairs@nabp.net by March 
4, 2016.  

Around the 
Association

mailto:prof-affairs@nabp.net
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Oregon Allows  
Pharmacist Prescribing 
of Birth Control

During the 2015 Oregon 
State Legislative Session, 
House Bill (HB) 2879 
passed in Oregon, allowing 
a pharmacist to prescribe 
and dispense certain forms 
of birth control, effec-
tive January 1, 2016. The 
following information con-
tains some of the specifics 
outlined in the bill in order 
to ensure public safety and 
provide a consistent level 
of care.

There are three compo-
nents that a pharmacist 
must adhere to for par-
ticipation: 1) Complete a 
training program approved 
by the Oregon State Board 
of Pharmacy, 2) Use a 
patient self-screening risk 
assessment questionnaire 
and adhere to a standard 
procedural algorithm for 
each evaluation, and 3) Fol-
low the pharmacy’s policies 
and procedures that will 
be written pursuant to the 
rules.

The law allows par-
ticipating pharmacists to 
prescribe oral and patch 
dosage forms, but it does 
not provide for implants, 
vaginal rings, or IUDs. 
Eligible patients are women 
18 years of age and older, or 
those under 18 years of age 
with evidence of a previous 
prescription from a primary 
or women’s health care 
clinician. Pharmacists are 
not allowed to: require that 
patients schedule appoint-
ments, prescribe beyond 
three years following the 
initial prescription without 

the patient having evidence 
of a clinical visit, prescribe 
against the algorithm, or 
prescribe to self or family 
members.

Additional details, in-
cluding the laws and rules, 
are available at www.oregon 
.gov/pharmacy/Pages/Con 
traceptivePrescribing.aspx.

Illinois Implements 
Right to Try and  
Interchangeable  
Biologics Laws

Illinois’ Right to Try Act 
(Public Act (PA) 099-0270/
HB 1335), sponsored by 
Representative Greg Harris 
(D-Chicago), is effective 
January 1, 2016. The act 
allows patients who are 
terminally ill to obtain an 
investigational medication 
that has completed Phase 
I clinical trials, but is not 
yet approved by the United 
States Food and Drug 
Administration (FDA). 
Manufacturers may charge 
the patient for the medica-
tion and are not required 
to make the medication 
available. Insurers are not 
required to cover the medi-
cation, but are encouraged 
to do so. The legislation is 
available online at http://ilga 
.gov/legislation/publicacts/99/
PDF/099-0270.pdf. 

Sponsored by Senator 
Antonio Muñoz (D-Chica-
go), PA 099-0200/Senate Bill 
455 amends the Pharmacy 
Practice Act by adding 
Section 19.5 Biological 
Products, which is effective 
January 1, 2016. The legisla-
tion adds definitions for 
biologics and interchange-
ables, and requires pharma-

cists to notify the patient of 
interchange. Communica-
tion shall be conveyed by 
making an entry that can 
be electronically accessed 
by the prescriber through 
an interoperable electronic 
medical records system; an 
electronic prescribing tech-
nology; a pharmacy benefit 
management system; or a 
pharmacy record. Entry 
into an electronic records 
system is presumed to 
provide notice. Otherwise, 
the pharmacist shall com-
municate using facsimile, 
telephone, electronic trans-
mission, or other prevailing 
means, except that com-
munication shall not be 
required where there is no 
FDA-approved interchange-
able biological product for 
the product prescribed, or 
a refill prescription is not 
changed from the product 
dispensed on the prior 
filling of the prescription. 
The legislation is available 
online at http://ilga.gov/
legislation/publicacts/99/
PDF/099-0200.pdf.

Arkansas Changes  
Rules on Therapeutic 
Substitution, 
Background Checks

The Arkansas State Board 
of Pharmacy held two public 
hearings at which regulation 
changes were considered 
and approved for adop-
tion. Those changes were 
later reviewed by legislative 
council. Changes to Regula-
tion 07 – Drug Products/
Prescriptions became ef-
fective December 29, 2014, 
and changes to Regulation 
11 – Criminal Background 

Checks became effective 
July 22, 2015.

The changes adopted in-
clude language defining how 
pharmacists may therapeuti-
cally substitute a therapeuti-
cally equivalent product if 
allowed by a prescriber in 
accordance with Arkansas 
Act 274 of 2013. The follow-
ing language is now reflected 
in Regulation 07-00-0010 
– Therapeutic Substitu-
tion: “A pharmacist may 
substitute a therapeutically 
equivalent drug that is at a 
lower cost to the patient only 
after the prescriber grants 
such authorization for each 
prescription. A prescriber 
may authorize a pharmacist 
to dispense a therapeutically 
equivalent drug product as 
part of a written prescription 
as defined to include a writ-
ten, oral, faxed, or electronic 
prescription by indicating 
Therapeutic Substitution 
Allowed or May Therapeuti-
cally Substitute or abbreviat-
ing “TSA” or “MTS” as part 
of the prescription verbally, 
in writing or by utilizing a 
separate signature line to 
show such authorization.”

Further, Regulation 11 had 
changes that removed any 
exemptions from obtain-
ing a criminal background 
check for pharmacists 
outside of Arkansas. This 
regulation is being updated 
to reflect changes to Arkan-
sas law pursuant to Act 532 
of 2015.

Updated versions of these 
and other updated regula-
tions are available on the 
Board’s website at http://
pharmacyboard.arkansas 
.gov/licenseeInfo/Pages/law 
Book.aspx.  

www.oregon.gov/pharmacy/Pages/ContraceptivePrescribing.aspx
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Sanofi US Recalls  
Auvi-Q Epinephrine 
Injection, USP

In October 2015, 
Sanofi US of Bridgewater, 
NJ, voluntarily recalled all 
lots of Auvi-Q® (epineph-
rine injection, USP) 0.15 
mg and 0.3 mg strengths 
to the hospital, retail, 
and consumer level. This 
recall affects lot numbers 
2081278 through 3037230, 
which have expiration 
dates of October 2015 
through December 2016. 
The recalled Auvi-Q 
products are packaged 
with two active devices 
and one trainer device 
in a corrugated box, and 
were distributed through-
out the United States via 
wholesalers, pharmacies, 
and hospitals. Auvi-Q is 
used to treat life-threat-
ening allergic reactions 
(anaphylaxis) in people 
who are at risk for or have 
a history of these reac-
tions. According to Food 
and Drug Administra-
tion (FDA), the products 
may potentially have 
inaccurate dosage deliv-
ery, which may include 
failure to deliver the drug. 
If a patient experienc-
ing anaphylaxis does not 
receive the intended dose, 
there could be significant 
health consequences, 
including death, because 
anaphylaxis is a poten-
tially life-threatening 
condition. 

Customers are advised 
to contact the company 
using information provid-
ed in the FDA Safety Alert 
available at www.fda.gov/

Safety/Recalls/ucm469980 
.htm, and by visiting www 
.auvi-q.com. 

Medline Industries 
Recalls Acetaminophen 
Tablets

In October 2015, Medline 
Industries, Inc, voluntarily 
recalled one lot of uncoated 
compressed acetaminophen 
500 mg tablets to the con-
sumer level. The affected lot 
number is 45810 with the 
expiration date May 2018. 
This lot was distributed 
nationwide from June 12, 
2015, through September 18, 
2015. The recalled product is 
packaged as 100 tablets per 
bottle and has the follow-
ing Medline item number: 
OTC20101, National Drug 
Code 53329-641-30. The 
acetaminophen 500 mg 
tablets have been incorrectly 
labeled as 325 mg tablets. If 
the product is taken at the 
maximum labeled dose, every 
four hours, five doses a day, 
or with other medications 
containing acetaminophen, 
it may lead to liver toxicity or 
liver failure.

Distributors, consumers, 
and retailers are advised to 
stop using the recalled prod-
uct. More information is pro-
vided in the FDA Safety Alert 
available at www.fda.gov/Safe 
ty/MedWatch/SafetyInforma 
tion/SafetyAlertsforHuman 
MedicalProducts/ucm467076 
.htm?source=govdelivery 
&utm_medium=email&utm_
source=govdelivery.

Downing Labs, LLC 
Recalls All Sterile  
Compounded Drugs

In October 2015, Down-
ing Labs, LLC, of Farmers 

Branch, TX, voluntarily 
recalled all lots of sterile 
products compounded 
and packaged by Down-
ing Labs, and that remain 
within expiry, because 
of concerns over sterility 
assurance. The recalled 
products were distrib-
uted nationwide and in 
the United Kingdom to 
patients and providers 
between April 20, 2015, 
and September 15, 2015.

If there is contamina-
tion in products intended 
to be sterile, patients 
using the products are at 
risk of serious infections 
that may be life threat-
ening. The recall does 
not affect any nonsterile 
compounded medications 
prepared by Downing 
Labs. To date, Downing 
Labs has not received any 
consumer complaints or 
reports of any issues with 
the recalled products.

Providers who have 
dispensed any sterile 
product distributed 
by Downing Labs to a 
patient for use outside 
of the provider’s of-
fice should contact the 
patient to whom product 
was dispensed and advise 
the patient of this recall. 
Downing Labs is asking 
all patients and provid-
ers to discontinue use 
of the recalled products 
and to contact Downing 
Labs and arrange a return 
of any unused sterile 
compounded products 
following the instruc-
tion available in a press 
release on FDA’s website 
available at www.fda.gov/
Safety/Recalls/ucm468215 

.htm. Adverse reactions 
or quality problems may 
be reported to FDA’s 
MedWatch Safety In-
formation and Adverse 
Event Reporting Pro-
gram.

Reading Medicine 
Labels Helps Reduce 
Acetaminophen  
Overdoses

The Acetaminophen 
Awareness Coalition 
(AAC) reminds phar-
macists and other health 
care providers to encour-
age patients to properly 
read medicine labels to 
avoid unintentional 
acetaminophen over-
doses. The coalition also 
encourages pharmacists 
and other health care 
providers to talk to their 
patients about medicine 
safety and acetamino-
phen use. AAC’s “Know 
Your Dose” campaign 
reminds patients to take 
these four steps to avoid 
acetaminophen overdose:
1. Always read and follow 

the medicine label.
2. Know if your medicines 

contain acetaminophen.
3. Take only one medicine 

at a time that contains 
acetaminophen.

4. Ask your health care 
provider if you have 
questions.
Additionally, pharma-

cists may download or 
order free educational 
materials, including post-
ers, flyers, and talking 
points, to give their pa-
tients on the Know Your 
Dose website at www 
.knowyourdose.org. 
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