
Efforts to Ensure Safety of Compounded 
Drugs Continue at State, Federal Levels 
NABP Supports Board of Pharmacy Initiatives With Expanded 
Compounding Action Plan, Ongoing Inspection Program

With sustained energy 
and concern, regulators 
and lawmakers at both the 
state and federal levels are 
moving forward several ef-
forts to ensure the safety of 
compounded medications. 
State agencies have worked 
in partnership with Food 
and Drug Administration 
(FDA) inspectors, and in 
support of NABP inspec-
tion programs initiated on 
behalf of the Iowa Board 
of Pharmacy and the New 
Jersey Division of Con-
sumer Affairs (Division). 
Several state legislatures 
have passed or are consider-
ing legislation to strengthen 
compounding require-
ments. Further, a United 
States Senate committee 
has drafted legislation that 
proposes to create a new 
category for entities prepar-
ing non-patient-specific 
drugs and to authorize FDA 

to regulate such entities. 
In all of these initiatives, 
state and federal officials 
have recognized the 
importance of collabor-
ative efforts in develop-
ing the most effective 
programs and legisla-
tion for the regulation of 
compounding in order 
to protect the public health. 

Iowa Compounding 
Inspection Program

NABP continues to 
conduct pharmacy inspec-
tions on behalf of the Iowa 
Board of Pharmacy, which, 
in late 2012, contracted with 
the Association to inspect all 
nonresident pharmacies dis-
pensing drugs to patients in 
Iowa. As of press time, NABP 
surveyors have conducted in-
spections of 263 pharmacies 
on behalf of the Iowa Board. 
Inspections are ongoing 
across the nation and as such 

are not consigned to any one 
state. Aggregate data reports 
with relevant survey find-
ings are submitted directly to 
the Iowa Board and to date, 
indicate several noteworthy 
trends. Of the pharmacies 
inspected thus far, 48% are 
engaged in some sort of com-
pounding of which: 

• 11% are exclusively 
engaged in sterile 
compounding activity,

• 13% are engaged in 
nonsterile compounding 
activity, and
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• 25% are engaged in both 
sterile and nonsterile 
compounding activity

In addition, the sur-
veys yield a wide range of 
observations about nonresi-
dent facilities for consid-
eration by the Iowa Board. 
While data from numerous 
completed surveys yielded 
the trends noted above, in 
some instances surveyors 
were not able to complete 
surveys. In some cases 
surveyors attempting to 
inspect pharmacies licensed 
by the Board, found that 
the facilities were not open 
during the limited busi-
ness hours as advertised. 
In other cases, licensed 
pharmacies were not found 
to exist at their addresses 
of record, and further 
investigation will be needed 
to determine whether 
the business moved, is no 
longer in operation, or 
had a false address associ-
ated with its license. Each 
case could be potentially 
problematic if for example, 
the Board determines the 
need to investigate a com-
plaint. The surveys have 
also shown that central fill 
pharmacies are sometimes 
compounding medications, 
suggesting that the volume 
of compounded drugs 
prepared by certain entities 
is increasing, and raising 
the question of whether 
they are preparing patient-
specific or non-patient-
specific drugs. Further, 
some facilities surveyed 
hold a wholesale distributor 
license as well as a phar-
macy license and a location 

Compounding Regulations
(continued from page 117)

may only hold a distributor 
license in some states. 

The Iowa inspection 
program has progressed with 
the support of other state 
boards of pharmacy. NABP 
coordinates with the resident 
boards so that state inspec-
tors can accompany NABP 
surveyors. Several boards 
have accepted the invitation, 
giving state inspectors and 
NABP surveyors an op-
portunity to learn from one 
another to the benefit of the 
inspection process. Further, 
in planning inspections, 
NABP and the Iowa Board 
have coordinated with other 
state boards of pharmacy, to 
ensure that planned surveys 
will not be duplicative of 
inspection efforts or poten-
tially impact cases by state 
and/or federal agencies.

In some instances 
surveys were conducted at 
facilities with high stan-
dards of operation, and it 
was apparent that these 
entities had been previously 
inspected by FDA. Some of 
these facilities indicated that 
FDA findings lay somewhere 
between that of United 
States Pharmacopeia (USP) 
standards for compounding 
and current Good Manu-
facturing Practices (cGMP) 
required for FDA-registered 
manufacturers. In these 
cases, the entity continues to 
identify itself as a pharmacy 
while it may be preparing 
high volumes of non-pa-
tient-specific drugs. 

Results of the inspec-
tions conducted on behalf 
of the Iowa Board have also 
revealed specific facility 
issues that have the poten-
tial to affect the safety of 
compounded drugs. For 

example, Lloyd K. Jessen, 
JD, RPh, executive director 
and drug control program 
administrator of the Iowa 
Board, noted that some sur-
veys revealed the potential 
for clean room contamina-
tion. In a presentation at 
the NABP 109th Annual 
Meeting Jessen described 
the purpose of the clean 
room or ante-room,  which 
serves as a buffer room 
that surrounds the primary 
engineering controls where 
the compounding is actually 
done. Reports have revealed 
that in some cases pres-
sure differentials between 
the rooms are not moni-
tored and/or that sufficient 
cleaning and disinfection 
is not being performed, 
creating the risk that sterile 
compounded drugs may be 
contaminated. Reports also 
revealed deficiencies in clean 
room personnel training, 
such as lack of knowledge 
about what to expect and 
how to use results of testing 
conducted to obtain clean 
room certification in order 
to improve practices or 
correct issues. In such cases 
a sticker on a clean room 
hood may only mean that 
the hood was tested by a 
certifying organization, not 
that the tests were passed. 

Other specific obser-
vations about facilities 
included:

• Evidence of bulk 
compounding activity 
despite the pharmacist-
in-charge (PIC) 
asserting no bulk 
compounding was 
performed

• Instances in which a 
clinically insignificant 
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Association News

Executive 
Committee
Michael A. Burleson 
Chairperson
One-year term

Karen M. Ryle
President
One-year term

Joseph L. Adams
President-elect
One-year term

Edward G. McGinley
Treasurer
One-year term

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

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

Mark T. Conradi
Member, District 3
Serving third year of a  
three-year term 

William John Cover
Member, District 4
Serving third year of a  
three-year term

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

Jeanne D. Waggener 
Member, District 6
Serving second year of a  
three-year term

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

Hal Wand
Member, District 8
Serving third year of a second 
three-year term

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

Two New Members Appointed to Serve on the 
2013-2014 Advisory Committee on Examinations

NABP is pleased to an-
nounce that two new mem-
bers have been appointed 
to serve on the 2013-2014 
Advisory Committee on 
Examinations (ACE). This 
standing committee, es-
tablished by NABP in 1912, 
was created to safeguard 
the integrity and validity of 
NABP examinations.

ACE oversees the devel-
opment and administration 
of all of the Association’s 
examination and certifica-
tion programs. ACE also 
considers policy matters, 
evaluates long-range plan-
ning strategies, and recom-
mends appropriate action 
to the NABP Executive 
Committee.

ACE typically con-
venes three to four times 
per year. The committee 
consists of individuals who 
are affiliated members of 
NABP, including current 
active board of pharmacy 
members and administra-

tive officers, individuals 
who have served within the 
last five years as a member 
or administrative officer of 
a board of pharmacy, and 
non-affiliated individuals 

who are practicing pharma-
cists or serving as pharma-
cy school faculty. Members 
serve three-year terms and 
ex officio members serve 
one-year terms. 

2013-2014 ACE Members
The following members began their terms on June 1, 2013.

Tom Houchens ............................................. London, KY 
(Chair)

Carl W. Aron ................................................ Monroe, LA

David Todd Bess ....................................Cane Ridge, TN

Michael Duteau .................................. Baldwinsville, NY

*Kay L. Hanson ................................Brooklyn Park, MN

Sara St Angelo ....................................... Indianapolis, IN

*David Chikao Young ........................ Salt Lake City, UT

John D. Taylor ......................................... Tallahassee, FL  
(Ex Officio Member, one-year term)

Neal F. Walker ............................................ Hibbing, MN  
(Ex Officio Member, one-year term)

Dale Eric Wurster .......................................Iowa City, IA  
(Ex Officio Member, one-year term) 

Mark D. Johnston ........... Executive Committee Liaison

*Denotes new member

NAPLEX Competency 
Statements Reviewed at 
NABP Headquarters
(Left) Evan Robinson, American 
Association of Colleges of 
Pharmacy representative (left), 
and Neal F. Walker, of Hibbing, 
MN, member of the Advisory 
Committee on Examinations 
(right), review North American 
Pharmacist Licensure 
Examination® (NAPLEX®) 
competency statements at NABP 
Headquarters.
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109th Annual Meeting Report of Counsel:  
Board Certified: What’s a Board?
By Dale J. Atkinson, JD

The 2013 Report of Counsel of NABP 
will focus on the use by licensees 

of phrases and terminology to signify 
something other than licensure and usually 
intended to connote advanced standing in 
the profession. The use by practitioners of 
terms such as “board certified,” “specialist,” 
and other phrases will eventually implicate 
regulatory issues and require boards of 
pharmacy to interject their opinions onto 
the landscape. Of course, the legal aspects 
of board involvement must be considered, 
including the fundamental question of 
whether and when a board of pharmacy has 
the authority to regulate the use of such 
terms and phrases. 

To set the foundation, a 
few terms must be defined. 
The following definitions 
will apply to certain terms 
and phrases used throughout 
this article and are meant to 
be sensitive to the fact that 
some states and provinces 
may use differing definitions 
to describe practitioners 
authorized to practice the 
profession. Such terms in-
clude licensure, certification, 
registration, permit, creden-
tial, and more. For purposes 
of this article, the following 
will apply to license and 
certification. 

License:  A property right 
bestowed upon an applicant 
by a governmentally created 
and empowered regulatory 
board based upon statutory 
criteria designed to assess 

and determine minimum 
competence to safely and 
effectively practice a pro-
fession. The receipt and 
periodic renewal of a duly 
issued license is mandatory 
as a prerequisite to lawful 
practice of a profession. 
With the implication of a 
governmental board and a 
mandate for licensure prior 
to practice, substantive and 
procedural due process 
rights are triggered to ensure 
that the rights of applicants, 
licensees, and the consuming 
public are protected. 

 Certification:  Private 
sector recognition of special-
ized skills of an individual 
based upon set criteria estab-
lished by the credentialing 
body. Private sector certifica-
tion entities are not account-

able to the public and can 
generally be established by 
any person or organization. 
Acquisition and maintenance 
of certification are not prereq-
uisites to lawful practice of a 
regulated profession. Because 
certification is private sector 
driven and not mandated as 
a prerequisite to practice, the 
legal rights afforded to appli-
cants and certificate holders 
are limited to procedural due 
process. 

Fundamentally, boards 
of pharmacy are created and 
empowered to protect the 
public through the regulation 
of the profession as defined in 
the practice act. In addition 
to assessing an applicant’s 
education, experience, moral 
character, and other criteria, 
boards of pharmacy assess en-
try-level competence through 
the use of the North Ameri-
can Pharmacist Licensure 
Examination® (NAPLEX®). 
Entry-level competence is 
sometimes referred to as 
minimum competence, ref-
erencing an assessment of an 
applicant’s knowledge, skills, 
and abilities to safely practice 
the profession as determined 
by a passing score on the 
relevant examination. The 
criteria necessary for licen-
sure are established in statute 
and mandate enforcement by 
the board as a prerequisite to 
the issuance of a license. 

In addition to initial licen-
sure, licensees must periodi-
cally renew their licenses and, 
in a vast majority of jurisdic-
tions, substantiate completion 
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Attorney Dale J. Atkinson is 
a partner in the law firm of 
Atkinson & Atkinson, outside 
counsel for NABP. 

of continuing education as 
an indicator of continued 
competence. Again, criteria 
for licensure renewal are set 
in statute and are intended to 
ensure continued competence 
to safe and effective prac-
tice in the interest of public 
protection.

Once licensed, practi-
tioners are able to refer to 
themselves by the name of the 
profession, such as a “phar-
macist.”  While educated 
and possessing a degree in 
pharmacy, graduates of phar-
macy educational programs 
cannot refer to themselves 
as “pharmacists” until duly 
licensed by the board of phar-
macy. Of course, graduates 
of pharmacy programs may 
accurately refer to themselves 
by the degree received, such 
as PharmD.

In order to distinguish 
themselves from other prac-
titioners, many professionals 
seek to obtain recognition in 
addition to the licensure sta-
tus provided by a regulatory 
board. An anticipated pro-
liferation of private sector cer-
tification programs triggers 
the legal analysis contained 
in this Report of Counsel. 
Newly developed private 
sector certification programs 
may be prompted by issues 
related to qualification and/
or participation in reimburse-
ment programs related to 
insurance coverage, as well as 
state and federal government 
programs. That is, licensees in 
order to qualify for payment 
or reimbursement may be 
asked if they are “certified” or 
“board certified” in certain 
areas of practice. As readers 
are aware, boards of pharma-

cy exist to protect the public; 
financial and economic issues 
fall outside the parameters of 
regulatory board business.

How licensees refer to 
themselves will trigger regula-
tory board scrutiny depen-
dent upon the language of the 
practice act and applicable 
rules/regulations, as well as 
the standards of practice and 
code of ethics applied to the 
profession. Further, the role 
played by regulatory boards 
and the role played by private 
sector certifying organiza-
tions may be confusing, espe-
cially from the perspective of 
the consumer. 

The use of the phrase 
“board certified” in a promo-
tional and/or advertising set-
ting by a practitioner who is 
already subject to licensure by 
a governmentally created and 
empowered regulatory board 
is a practice in need of added 
practical and legal scrutiny. 
The consuming public does 
not know and likely cannot 
distinguish between the use 
of the term “board” when 
identifying with a practicing 
professional. Does the board 
in “board certified” refer to 
the governmental regulatory 
board or, alternatively, to a 
private sector organization?  
It must be emphasized that 
government agencies, such as 
regulatory boards, are subject 
to significant legal issues rela-
tive to the licensure process 
in that the full panoply of due 
process rights is conferred. 
In short, these statutory and 
constitutional principles ap-
ply in a mandatory licen-
sure setting based upon the 
government’s right to deny 
one the authority to practice 

a regulated profession. No 
license, no practice. 

 Conversely, private sector 
credentialing entities are not 
subject to the above refer-
enced due process require-
ments. The credentialing en-
tity develops (and can change 
at its discretion) and enforces 
(or chooses not to enforce) 
its own standards and is only 
required to follow the pro-
cedural process that it itself 
creates and changes at will. 
Any private sector organiza-
tion can develop and operate 
a program that bestows upon 
participants the opportu-
nity to refer to themselves as 
having received the identi-
fied credential. The question 
remaining is whether that 
private sector credential can 
(or should) be referred to as 
“board certified.” 

Consider the following 
cases. 

In 2009, an organiza-
tion was incorporated and 
named the American Board 
of Optometry, Inc (ABO). 
The ABO was founded by the 
American Academy of Op-
tometry, the American Op-
tometric Association (AOA), 
the American Optometric 
Student Association, and the 
Association of Schools and 
Colleges of Optometry. Each 
of these founding organiza-
tions appoints members of 
the ABO Board of Directors. 
The AOA, the professional 
trade association in optom-
etry, and the ABO share the 
same street address. The 
purpose of ABO, according 
to its Web site, is as follows:

Incorporated in 2009, 
the American Board of 

(continued on page 122)
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Optometry oversees the 
process for board cer-
tification of optometry. 
Board Certification and 
Maintenance of Certifica-
tion for optometry is a 
means of demonstrating 
ongoing clinical com-
petence independent of 
established licensing and 
regulatory boards. Board 
Certification does not 
confer legal qualification, 
privilege or license to 
practice optometry.
Again, according to its 

Web site, the mission of the 
ABO is as follows: 

The American Board of 
Optometry is a non-profit 
organization that strives 
to improve the quality of 
healthcare through board 
certification of optome-
trists in the United States. 
By becoming an ABO 
Diplomat, optometrists 
voluntarily demonstrate 
their knowledge, skills, 
abilities and a commit-
ment to lifelong learning 
for the benefit of their 
patients.
Finally, according to the 

Web site, ABO board certifi-
cation is defined as follows:

ABO board certifica-
tion is a process that 
allows doctors of optom-
etry to demonstrate that 
they exceed entry level 
requirements and are 
maintaining the appro-
priate knowledge, skills 
and experience needed to 
deliver quality eye care. 
The ABO was created in 
2009 to provide optom-
etrists with a voluntary 
pathway to earn a mean-

Legal Briefs

Legal Briefs
(continued from page 121)

ingful board certification 
credential. 
Based upon litigation 

discussed below, it appears 
that these ABO statements 
and those used in its adver-
tisements have been care-
fully crafted to comply with 
applicable legal issues and to 
avoid being misinterpreted 
or misleading. 

The formation of the 
ABO triggered action from 
optometric licensees that 
created an organization to 
counter the ABO and its 
board certification program. 
According to its Web site, 
the American Optometric 
Society (AOS) was created in 
August 2009, “in response 
to the American Optomet-
ric Association’s passage of 
a resolution forming the 
American Board of Op-
tometry for the purpose of 
creating a program to board 
certify general optom-
etrists. The AOA created the 
ABO despite overwhelm-
ing opposition by both the 
general membership of the 
AOA and non-AOA member 
optometrists, and despite 
there being no substantiated 
need for it.”

In response to ABO’s 
board certification program, 
the AOS filed litigation in 
federal court against the 
ABO alleging:
1. false advertising under 

the Lanham Act, 
2. false advertising under 

applicable California law, 
and 

3. unfair competition under 
applicable California 
statutes. 
In September 2011, the 

United States District Court 
for the Central District of 
California, after voluminous 

filings by both parties, issued 
a permanent injunction pro-
hibiting the ABO from using 
the following statements in 
any form of media, including 
its Web site: 
1. “Board Certified Optom-

etrists will demonstrate 
their competence beyond 
entry level for optometric 
licensure.”

2. “Board Certification is 
a voluntary process that 
establishes standards that 
demonstrate that the doc-
tor of optometry has ex-
ceeded the requirement(s) 
for licensure.”

3. “Only Board Certified 
Optometrists have dem-
onstrated their compe-
tence beyond entry level 
for optometric licensure.”

4. Quoting a practitioner 
as supposedly saying, “I 
want my patients and the 
public to see that I have 
achieved the highest level 
of certification available 
in eye care.”

5. “Board Certified Op-
tometrists will be able 
to demonstrate their 
competence beyond 
entry level for optometric 
licensure.”

6. “Board Certification is 
a voluntary process that 
establishes standards 
that demonstrate that 
the doctor of optometry 
has exceeded the require-
ments for licensure.”
(AOS v. ABO, 2011 U.S. 

Dist. LEXIS 99351 (U.S Dis-
trict Ct. September 2, 2011))

Thereafter, the litigation 
continued and each party 
filed motions for summary 
judgment. Summary judg-
ment simply means that the 
parties agree that there are no 
issues of fact in dispute and 

the judge can determine the 
matter by legal rulings and 
without the need for a trial 
and factual determinations. 

As noted by the court, 
“medical doctors have 
long used the term ‘board 
certified’ or ‘board certifica-
tion’ to denote specialized 
competence, expertise, and 
training.” The AOS alleges 
that the “board certification” 
designation is misleading as 
such a designation and rec-
ognition carry special mean-
ing in the fields of health care 
and medicine. In support of 
these contentions, the AOS 
cited various examples and 
surveys whereby consum-
ers and others believed that 
board certified optometrists 
are more competent than 
those that are not certified. 
Also, the AOS argued that 
ABO communications are 
designed to lead consumers 
to believe that ABO board 
certification is equivalent to 
board certification by physi-
cians. 

Based upon a motion for 
summary judgment filed by 
ABO, the court first ruled 
that AOS does not have 
standing to pursue state law 
claims under California law. 
Indeed, AOS admitted that 
it did not have standing to 
pursue the state law claims. 
Thus, the state law count of 
the complaint was dismissed 
without the need for judicial 
analysis. 

The Lanham Act is federal 
law and provides protections 
for consumers against false 
association and false advertis-
ing. False association claims 
arise when a defendant makes 
false representations as to 
“the affiliation, connection, 
or association” of a product 
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or service. False advertis-
ing claims are based upon 
a false representation as to 
“the nature, characteristics, 
[or] qualities” of a product or 
service. Based upon a conclu-
sion by the court that ABO 
and AOS members “compete” 
with one another, the court 
found the AOS to have stand-
ing to litigate the Lanham Act 
counts. 

Turning its attention to 
the Lanham Act counts, the 
court denied the ABO motion 
for summary judgment be-
cause the court found there to 
be a genuine issue of material 
fact as to whether it is false or 
misleading for the ABO to use 
the terms board certified and 
board certification. The court 
found that the AOS proffered 
sufficient evidence showing 
that the ABO advertisements 
potentially conveyed the mes-
sage that board certification 
by optometrists was compa-
rable to board certification by 
physicians. Further, the court 
found that the AOS prof-
fered sufficient evidence that 
the ABO board certification 
program “lacked the essential 
characteristics of board cer-
tification received by physi-
cians.”  Accordingly, the court 
held that issues of material 
fact existed, thus precluding 
summary judgment in favor 
of the ABO. 

(AOS v. ABO, 2012 U.S. 
Dist. LEXIS 81379 (U.S. 
District Ct. June 12, 2012))

Thereafter, and based 
upon the court’s denial 
of motions for summary 
judgment, a bench trial was 
held in July and August 2012 
before the District Court 
Judge on the remaining is-
sues related to the Lanham 
Act. The court held that the 

AOS was required to prove 
the following elements to be 
successful on its claims:
1. the ABO made false state-

ments about its products;
2. the statement was made 

in commercial advertis-
ing or promotion;

3. the statements deceived 
or had the tendency to 
deceive a substantial seg-
ment of the audience;

4. the deception was mate-
rial in that it was likely to 
influence the purchasing 
decision;

5. the ABO caused its false 
statements to enter into 
interstate commerce; and

6. the AOS or one or more 
of its members has been 
or is likely to be injured 
by the false statement.
In a very short opinion, 

the court found that the AOS 
failed to present evidence 
that would sustain its claim 
under the Lanham Act. 
Without elaborating on its 
rationale, the court found 
that the AOS did not at a 
minimum meet its burden 
of proof with respect to first, 
third, fourth, and sixth ele-
ments. Thus, the court found 
in favor of the ABO and 
entered judgment finding in 
favor of the defendant (ABO) 
and against the plaintiff 
(AOS) regarding the Lanham 
Act claims. 

(AOS v. ABO, 2012 U.S. 
Dist. LEXIS 120054 (U.S. Dis-
trict Ct. August 23, 2012)) 

Finally, as a prevailing 
party under the Lanham 
Act, the ABO petitioned for 
attorney’s fees. Specifically, 
the Lanham Act states that 
the court in exceptional 
cases may award reasonable 
attorney’s fees to the prevail-
ing party. Previous judicial 

opinions have defined excep-
tional cases as those that are 
“groundless, unreasonable, 
vexatious, or pursued in bad 
faith.”  The District Court 
considered the request for at-
torney’s fees under a separate 
proceeding and held in favor 
of the ABO (AOS v. ABO, 
2012 U.S. Dist. LEXIS 171295 
(U S District Ct. December 
3, 2012)).

The AOS did not dis-
pute that the ABO was the 
prevailing party but rather 
argued that its case was not 
“exceptional” because it 
survived a summary judg-
ment motion indicating that 
the lawsuit had merit and, 
thus, attorney’s fees should 
not be awarded. Rejecting 
this notion, the court found 
that the AOS “failed to pres-
ent any evidence that would 
sustain its claim under the 
Lanham Act.” The court also 
cited flawed and incomplete 
evidence and “preposterous” 
testimony offered by AOS 
that, at times, cut against its 
own arguments. As a result, 
the court found the case to 
be groundless and unrea-
sonable and awarded the 
requested attorney’s fees in 
the amount of $462,508. 

In addition to the ABO 
case, other recent judicial 
opinions have ruled upon 
relevant issues. In one way 
to address these important 
issues, the California Legisla-
ture enacted a statute under 
the Business and Professions 
Code that proscribes false 
and misleading advertising 
by health care practitioners 
licensed by the state. Specifi-
cally, the California statute 
prohibits physicians and 
surgeons from representing 
that they are “board certi-

fied” unless the certifying 
entity is:
1. a member of the Ameri-

can Board of Medical 
Specialties (ABMS); 

2. has requirements equiva-
lent to those of the ABMS 
as determined by the 
Medical Board of Califor-
nia; or

3. has completed a post-
graduate training 
program in a specialty or 
subspecialty approved by 
the Accreditation Coun-
cil for Graduate Medical 
Education.
In a 2008 case (American 

Board of Cosmetic Surgery, 
Inc. v. Medical Board of 
California, 162 Cal. App. 4th 
534, 75 Cal. Rptr. 574 (CA 
App. Ct 2008)), a specialty 
certification organization 
sought recognition by the 
Medical Board of California 
as an approved provider of a 
board certification program. 
The American Board of Cos-
metic Surgery (ABCS) sought 
recognition by the medical 
board as equivalent to that 
of an ABMS program. The 
board denied recognition and 
a circuit court reversed, find-
ing that the ABCS program 
was equivalent. The board 
appealed the case and an 
appellate court reversed the 
lower court and reinstated the 
board denial or recognition. 
The appellate court deferred 
to the expertise and findings 
of the board and recognized 
the discretion of the board in 
making such determinations. 

In a 2004 case (American 
Academy of Pain Manage-
ment v. Joseph, 2004 WL 
19824 (9th Circuit 2004)), the 
9th Circuit Court of Ap-
peals affirmed the holding 

(continued on page 124)
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of a Federal District Court 
ruling regarding the statute 
and regulations that limited 
physicians from advertising 
that they were “board certi-
fied.”  The District Court 
found that the statute and 
regulations were commercial 
speech and subject to reason-
able regulation by the state 
and, thus, restriction of the 
use of the phrase “board cer-
tified” was not in violation of 
any First Amendment right 
to free speech. The 9th Circuit 
Court of Appeals agreed and 
held that the use of the term 
“board certified” was inher-
ently misleading or, alterna-
tively, even if the phrase was 
not inherently misleading, 
California could impose the 
challenged restrictions on 
speech. 

Finally, and citing a 
jurisprudence from Ohio, 
in a 2004 case (Graor v. 
State Medical Board, 2004 
WL 2806319 (App. Ct. 
Ohio 2004)), an appellate 
court upheld the perma-
nent revocation of a physi-
cian’s license based upon 
a misrepresentation of his 
credentials, namely that he 
was certified by the Ameri-
can Board of Internal Medi-
cine  when he, in fact, was 
not certified. The physician 
had been subject to previous 
discipline by the board for 
felony convictions related 
to embezzlement of mon-
ies from his research fund. 
In attempts to gain medi-
cal employment after the 
reinstatement of his license, 
the physician represented 
himself as certified in inter-
nal medicine. Based upon 

these misrepresentations, 
the board administratively 
prosecuted the physician 
and permanently revoked 
his license. The board action 
was upheld on appeal. 

The above cases rep-
resent a few examples of 
licensees using terms and 
phrases to represent them-
selves as in possession of 
a credential in addition 
to licensure by the state 
board. For the benefit of the 
consuming public, refer-
ence by licensees to any such 
additional credential must 
be relevant and have sig-
nificance. The credentialing 
entity must have credibility 
and the added recognition 
used by the licensee must 
signify an educational level 
and/or practice specialty 
beyond what is demon-
strated through the statu-
tory criteria set forth in state 
board licensure. To assist its 
member boards of pharma-
cy, NABP has developed and 
administers and maintains 
several credential programs 
that fit the relevance and 
credibility factors suggested 
above. While a private sec-
tor organization, NABP 
plays a unique role with its 
membership, mission, and 
non-profit status. 

First, NABP member-
ship is limited to the state 
boards of pharmacy and its 
programs are intended to 
promote public protection 
on behalf of such member 
boards. 

NABP’s mission is con-
sistent with that of its mem-
ber boards of pharmacy and 
supports the regulation of 
the profession through a li-
censure scheme set forth in 
statute and ultimately under 

a legislative process. This 
consistent mission permits 
the boards of pharmacy 
to belong to and engage in 
NABP regulatory activities 
and educational programs. 
Based upon participation 
from its members, NABP 
develops, administers, and 
maintains government bur-
den alleviation and educa-
tional programs to advance 
its mission and for use by its 
member boards. 

Based upon its member-
ship and mission, NABP 
enjoys tax-exempt recogni-
tion by the Internal Revenue 
Service under Section 501(c)
(3) of the Internal Revenue 
Code. This 501(c)(3) recog-
nition distinguishes NABP 
from trade and professional 
associations for pharmacist 
members. Trade and profes-
sional associations promote 
individuals and the profes-
sion, address financial and 
economic issues, and lobby 
and influence government, 
generally activities out-
side the realm of licensure 
boards. 

Based upon its mem-
bership, mission, and 
non-profit status, NABP 
programs have the rel-
evance and credibility 
necessary for state board 
recognition without con-
cern over regulatory and 
consumer confusion and 
thus meet the practical and 
legal requirements for state 
board recognition. Indeed, 
NABP programs are spe-
cifically designed to assist 
the boards of pharmacy to 
protect the public without 
confusion or infringe-
ment upon the legislative 
mandates contained in 
the state practice acts. For 

example, the NABP com-
petency assessment pro-
grams (eg, NAPLEX), are 
designed to assist member 
boards of pharmacy with 
their important public 
health protection mission 
of regulating the profes-
sion. Member boards of 
pharmacy recognize NABP 
competency assessment 
programs as a component 
of the licensure process and 
applicants for licensure do 
not independently refer to 
such recognition. Instead, 
successful applicants ob-
tain state-designated recog-
nition as pharmacists who 
are duly licensed by the 
state boards of pharmacy. 

Based upon the refer-
enced purpose of the ABO 
credential as per the ABO 
Web site cited above, one 
must ask what “ABO board 
certified” optometrists 
possess in the form of ad-
vanced knowledge, skills, 
and abilities that distin-
guishes them from optom-
etrists duly licensed by the 
state board of optometry. 

The same questions can 
be posed to pharmacists 
who represent themselves 
to the public as holding a 
credential, in addition to 
and apart from licensure 
by the state board, with-
out having demonstrated 
advanced practice skills 
or specialized knowledge. 
Boards of pharmacy may 
wish to consider the rel-
evant legal and practical 
issues involved with such 
licensees. Further, the use 
of the term “board” when 
referencing something 
other than state-based 
licensure may mislead 
consumers. Stay tuned. 
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2012-2013 Annual Report on Association Legal Affairs 
NABP marked several 

noteworthy achievements 
since the 2012 Annual 
Meeting. From embracing 
new technology to further-
ing its collaborations with 
boards of pharmacy, NABP, 
with the solid support of the 
Legal Affairs Department, 
realized a variety of new ac-
complishments.

In October 2012, the 
National Association of 
Boards of Pharmacy Founda-
tion™ (NABPF™) acquired 
NARXCHECK™, a software 
application that calculates a 
score based upon dispensed 
prescription drug data. The 
score correlates to patient use 
of narcotics, sedatives, and/
or stimulants, and practitio-
ners and others may utilize 
NARXCHECK Reports that 
include these scores as tools 
to help identify patients who 
may be at risk of improperly 
using such drugs. Legal Affairs 
assisted in the NARXCHECK 
purchase and is working with 
staff to continue deploying the 
software product and integrate 

it with the NABP PMP Inter-
Connect® program, currently 
used by 15 states. With the 
addition of NARXCHECK, 
NABP now holds three patent 
applications that are awaiting 
approval of the United States 
Patent and Trademark Office 
(USPTO). Pallet AssemblySM 
and the Outlier Detection 
Tool™, two patent-pending 
computerized processes that 
fortify the security of NABP 
examinations, also await a 
decision from USPTO. 

It has been an active 12 
months for Association con-
tracts. Legal Affairs negotiated 
scores of agreements on behalf 
of NABP and NABPF, includ-
ing agreements to provide 
low-cost newsletters, regula-
tion drafting, and inspec-
tion services to the boards of 
pharmacy. The Association 
executed other agreements 
to support its approval of 
the NABP .PHARMACY 
registry application to the 
Internet Corporation for As-
signed Names and Numbers 
and the continuation of test 

administration services for the 
North American Pharmacist 
Licensure Examination® and 
Multistate Pharmacy Juris-
prudence Examination®. In 
conjunction with the Ameri-
can Pharmacists Association 
and the American Society of 
Health-System Pharmacists, 
NABP entered an ownership 
agreement for the Center for 
Pharmacy Practice Accredita-
tion (CPPA) and to jointly 
operate the CPPA commu-
nity pharmacy accredita-
tion program. The past year 
included additional important 
milestones. NABP is pleased to 
report that litigation involving 
the Association was success-
fully concluded. Moreover, in 
the fall of 2012, NABP hosted 
an inaugural meeting with 
a small number of board of 
pharmacy attorneys. The 
primary goal was to foster 
enhanced working relation-
ships between the Legal Af-
fairs Department and board 
counsel. Not only was that 
objective met, but the par-
ticipants exchanged ideas and 

advice on challenges that they 
face in counseling boards of 
pharmacy on their consumer 
protection endeavors. In 2013, 
the board counsel meeting will 
be expanded and held as part 
of the Interactive Compliance 
Officer and Legal Counsel Fo-
rum, to take place December 
3-4, providing an opportunity 
for richer interaction and dis-
cussion between enforcement 
staff and board attorneys.

NABP continues to expand 
its portfolio of innovative 
services for its member boards 
of pharmacy, with a focus 
on alleviating the burdens of 
government. The Association 
successfully reached a number 
of goals this past year with the 
strong backing of the Legal Af-
fairs Department and NABP 
staff. Strengthening the NABP-
member board partnership 
and broadening support for 
the attorneys who guide the 
boards are key components 
in the overall efforts of the 
Association to provide robust 
public health protections on 
behalf of its membership. 

NABP Seeks Individual to Represent Association on ACPE Board
NABP is currently ac-

cepting letters of interest and 
curricula vitae (CVs) from indi-
viduals interested in serving a 
six-year term as one of the As-
sociation’s three representatives 
to the Board of Directors of 
the Accreditation Council for 
Pharmacy Education (ACPE). 

Interested active board of 
pharmacy members, adminis-
trative officers, or individuals 
who have served within the 
last five years as members or 
administrative officers of an 

active board of pharmacy are 
encouraged to submit a cur-
rent CV and a letter of interest 
to NABP Executive Director/
Secretary Carmen A. Catizone 
at NABP Headquarters, 1600 
Feehanville Dr, Mount Pros-
pect, IL 60056, no later than 
September 1, 2013. Appoin-
tees must be available to attend 
two to three board meetings 
per year, three to four col-
lege or school of pharmacy 
on-site visits, an ACPE annual 
meeting, and an orientation 

program to be held in January 
2014. The term will officially 
begin on July 1, 2014. 

Letters should be a short 
narrative, no longer than 
one page, highlighting 
relevant experiences 
and talents that qualify 
candidates for service, their 
views on educational and 
accreditation issues facing 
the ACPE Board of Directors, 
why they wish to serve, and 
what they would contribute 
as an appointee of NABP.

On June 30, of every 
even-numbered year, the 
six-year term of one NABP 
representative expires. A 
subcommittee of the NABP 
Executive Committee will 
present a recommendation 
for the appointee to the full 
Executive Committee at its 
December 2013 meeting for 
final approval. 

For more information, 
please contact the 
Executive Office at  
exec-office@nabp.net. 

mailto:exec-office@nabp.net
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strength difference 
was used to justify 
compounding a 
commercially available 
product

• Sterility test 
results indicating 
contamination, but the 
PIC was not aware of 
these results and there 
was no action plan 
in place to eliminate 
potential risk to patients

• Beyond-use dates that 
had been extended well 
past defined ranges in  
USP Chapter <797> 
compounding standards

• Instances in which the 
sterility testing protocol 
was not being followed

• Cases where a high-risk 
compounded preparation 
was inaccurately 
categorized as medium 
risk and therefore 
assigned inaccurate 
beyond-use dates

Jessen emphasized the 
importance of sharing 
such observations with 
other boards of pharmacy 
through the information 
that will be housed in the 
developing NABP Veri-
fied Pharmacy ProgramtM 
(VPPtM). “The information 
sharing network currently 
being developed by NABP 
will be an invaluable ser-
vice to boards for facilitat-
ing the sharing of informa-
tion about compounding 
firms and other entities,” 
states Jessen. “The Iowa 
inspection program and 
the developing network 
are the beginning of a new 
process for assisting boards 
of pharmacy in fulfilling 

their mission to protect the 
public health.”

New Jersey Develops 
Inspection Program

The New Jersey Divi-
sion and the state’s Attorney 
General Jeffrey S. Chiesa  
have also contracted with 
NABP to provide inspec-
tion services. As indicated 
in a May 2013 Division news 
release, the planned phar-
macy surveys will expand 
the Division’s already robust 
inspections of compounding 
pharmacies with the New 
Jersey State Board of Phar-
macy regulations holding 
compounding pharmacies 
to “stringent compounding 
standards mirroring those 
of the US Pharmacopeial 
Convention.” The expanded 
compounding pharmacy 
inspections have been initi-
ated as a result of contami-
nation issues discovered at 
Med Prep Consulting, Inc, 
in Tinton, NJ, and similar 
reports of contamination at 
compounding facilities in 
other states, as well as the 
fungal meningitis outbreak 
linked to contaminated 
products compounded by 
the New England Com-
pounding Center in Fram-
ingham, MA. New Jersey’s 
contract with NABP enables 
the Division to temporarily 
employ NABP inspectors on 
an as-needed basis.

Information obtained 
from the inspection pro-
grams developed by Iowa 
and New Jersey will be 
included in the develop-
ing VPP, scheduled to be 
available by the end of 2013. 
More information on VPP 
is forthcoming in future 
issues of the Newsletter.

FDA Inspections
From February to April 

2013, FDA inspected 31 
facilities producing high-
risk sterile drug products 
and meeting agency criteria 
for requiring initial priority 
inspections. FDA inspects 
against current cGMPs. 
Some of the criteria includ-
ed serious adverse event 
reports, quality problems, 
or a reported death associ-
ated with the firm’s prod-
ucts. The inspections, 28 of 
which involved coordina-
tion with the relevant state 
board of pharmacy or other 
state officials, evaluated 
each firm’s “sterile drug 
processes to identify firms 
that may pose a higher risk 
of producing unsafe or 
poor quality sterile drugs,” 
indicates FDA. 

FDA Commissioner 
Margaret A. Hamburg, 
MD, reports that agency 
inspectors encountered 
“objectionable condi-
tions” at 30 of the 31 sterile 
compounding pharmacies 
they examined. Some of the 
conditions they witnessed 
included black particles 
floating in vials of suppos-
edly sterile medicine, rust 
and mold in clean rooms, 
and technicians handling 
“sterile” products with bare 
hands. Hamburg also notes 
the resistance that FDA 
inspectors met – including 
some pharmacies blocking 
access to facility records – 
as grounds for granting the 
agency more authority to 
regulate sterile and non-
sterile compounding firms. 

State Legislation
Recognizing the imme-

diate need for oversight of 

compounding pharmacies, 
the New Jersey Division 
worked with the New Jersey 
State Board of Pharmacy 
to review how the state was 
inspecting these facilities, 
focusing first on the large 
scale retail operations. As 
a result, the state enhanced 
its regulations in accor-
dance with USP Chapters 
<795> and <797>. With 
the increased New Jersey 
requirements and regula-
tions soon to be in effect, 
the Division will partner 
with NABP to carry out 
the inspection program 
described above. 

In Maine, a bill (LD 1315) 
aimed to strengthen the 
regulation of compound-
ing pharmacies was passed 
by legislators, but vetoed by 
the governor. The proposed 
law would have required 
pharmacies compound-
ing medications to obtain 
a special license, required 
that all pharmacies dispens-
ing compounded drugs to 
patients in Maine be licensed 
by the state, and allowed 
for nonresident pharmacies 
not complying with Maine 
compounding regulations to 
be fined up to $25,000. 

Lawmakers in Mas-
sachusetts are currently 
considering a bill (H3548) 
that would require resident 
and nonresident pharma-
cies to obtain a specialty 
license from the Board of 
Pharmacy if they will be 
engaging in compound-
ing sterile products. In 
addition, the state would 
require unannounced 
inspections and training in 
USP 797 standards, among 
other proposed provisions.

(continued on page 130)
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VAWD Criteria Updated, Continuing Efforts to Help Secure the 
Integrity of US Drug Supply Chain for the Protection of Public Health

To further protect the 
integrity of the United States 
drug supply chain, NABP has 
updated the criteria for the 
Association’s Verified-Accred-
ited Wholesale Distributors® 
(VAWD®) accreditation pro-
gram. Revisions to the criteria 
will allow virtual manufac-
turers and virtual wholesale 
distributors – a growing 
segment of the pharmaceutical 
wholesale industry – to qualify 
for VAWD, as well as imple-
ment other changes aimed to 
help ensure that the drug sup-
ply chain remains secure. 

The revised VAWD criteria 
responds to changing business 
models and helps safeguard 
drugs in distribution at a time 
when there is an increased risk 
of counterfeit and substandard 
drugs entering the legitimate 
US drug supply chain. In par-
ticular, the criteria have been 
revised to provide stronger 
assurance that drugs diverted 
from pharmacies and unlaw-
ful sources are prevented from 
entering into the supply chain. 
In three instances in the past 
14 months, counterfeit cancer 
medications were distributed 
to US medical practices, with 
the most recent incident 
involving a US distributor. 
In addition, there have been 
many reports of gray market 
distributors selling to hospi-
tals drugs that are not always 
authenticated, placing patients 
at risk. Further, at the NABP 
108th Annual Meeting in May 
2012, member boards of phar-
macy adopted a resolution 
(NABP Resolution 108-2-12) 
stressing concern about the 
increased risk that counterfeits 

may enter the secure drug 
supply chain when virtual dis-
tributors and virtual manufac-
turers distribute pharmaceu-
ticals without taking physical 
possession of the products. 

Recognizing that the Asso-
ciation’s VAWD program, es-
tablished in 2004, has proven 
its value in helping to deter the 
introduction of counterfeit 
drugs into the supply chain, 
NABP members adopted 
Resolution 108-2-12, calling 
for the establishment of a task 
force to review and revise 
the VAWD criteria with the 
protection of public health at 
the forefront of its charge. The 
NABP Task Force on Virtual 
Manufacturers and Virtual 
Wholesale Distributors met 
December 11-12, 2012, and, 
as part of their charge, also 
reviewed existing current state 
laws and regulations address-
ing virtual manufacturers and 
virtual wholesale distribu-
tors and relevant Model State 
Pharmacy Act and Model Rules 
of the National Association of 
Boards of Pharmacy language. 
The revisions to the VAWD 
criteria were among the 
recommendations of the task 
force.

For almost a decade, 
pharmacists and other health 
care providers responsible for 
purchasing medications have 
been able to rely on the VAWD 
Seal as assurance that they are 
receiving products from a le-
gitimate wholesale distributor. 
The revised VAWD criteria 
will provide continued assur-
ance that VAWD-accredited 
wholesale distributors –  
including virtual operators – 

are in compliance with state 
and federal laws, and will also 
provide greater assurance that 
accredited entities are follow-
ing responsible distribution 
practices. 

NABP and the state boards 
of pharmacy developed the 
VAWD program to help pro-
tect the public from counter-
feit, adulterated, and substan-
dard drugs, and the initiative 
received the support of Food 
and Drug Administration. 
Since its launch, over 550 
facilities across the country 
have become VAWD ac-
credited. Of the 21 states that 
recognize VAWD, Indiana, 
North Dakota, and Wyoming 
require VAWD accreditation 
as a component of licensure. 
The role of VAWD in helping 
to protect US patients from 
counterfeit and substandard 
drugs has been highlighted 
by the Institute of Medicine, 
which, in a recent report on 
counterfeit drugs, recom-
mended that all state boards 
of pharmacy should require 
VAWD accreditation as a 
requisite for licensure.  

The revised VAWD 
criteria applied immedi-
ately upon release to new 
or unaccredited VAWD 
applicants. Recognizing that 
current VAWD-accredited 
facilities would require suf-
ficient time to review and 
assess the revisions and the 
impact, if any, on their busi-
ness practices, NABP has 
been providing to current 
applicants and accredited 
facilities detailed informa-
tion about the implementa-
tion process and timelines 

for compliance with the 
updated criteria. 

In addition to notifying 
VAWD-accredited facilities 
and applicants of the VAWD 
criteria update in May, NABP 
provided  detailed guidance 
on the actions needed to dem-
onstrate compliance with the 
revised criteria in early June. 
VAWD-accredited facilities 
were advised of the Septem-
ber 30, 2013 implementation 
date by which they must 
achieve compliance with the 
revised criteria or submit to 
NABP a corrective action 
plan (CAP) that articulates a 
time frame for implementa-
tion. NABP supported ac-
credited facilities in this pro-
cess by providing guidance on 
actions that may be needed 
to meet the revised criteria, 
such as implementing new or 
revised policies and proce-
dures or revisions to required 
supplemental documentation, 
and by providing detailed 
information on submitting 
a CAP. VAWD facilities were 
notified that compliance with 
the revised criteria would be 
validated through an on-site 
survey to be performed dur-
ing the regular accreditation 
cycle unless otherwise deter-
mined. As always, VAWD staff 
is available to assist accredited 
facilities and applicants with 
questions regarding the imple-
mentation of the new VAWD 
criteria. 

For more information 
about the VAWD program 
and the complete updated 
VAWD criteria, visit www 
.nabp.net/programs/accredi 
tation/vawd. 
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States Look at Standards of Service for 
Pharmacies Serving Hemophilia Patients

For patients with hemophilia or other 
bleeding disorders, having access to a 

pharmacy that meets certain standards of 
service can mean the difference between 
a well-managed disorder and increased 
medical complications, hospitalizations, and 
even death. The complex nature of treating 
hemophilia, combined with the disorder’s 
unpredictability, means reliable and timely 
access to an array of appropriate medications 
and ancillary products – and knowledgeable 
personnel – is of paramount importance in 
maintaining patient health. Yet there have 
been reports of patients having experienced 
challenges with appropriate medication 
access. While pharmacies may voluntarily 
adhere to a set of standards, most states do 
not mandate standards of service for those 
pharmacies serving patients with bleeding 
disorders.

About 20,000 people 
in the United States are 
estimated to have the 
genetic condition known as 
hemophilia, and somewhere 
between 3 million and 5 mil-
lion are estimated to have a 
bleeding disorder. In patients 
with hemophilia, the blood 
either lacks or possesses 
a low number of certain 
proteins known as clotting 
factors, leading to prolonged 
or excessive bleeding that 
can occur spontaneously 
or following an injury. The 
primary treatment for hemo-
philia is factor replacement 
therapy by intravenous infu-
sion of plasma-derived or 

recombinant clotting factors. 
Patients often self-administer 
clotting factor concentrate 
in a home environment. The 
medications are all biologics, 
with no generics or biosimi-
lars available, and costs are 
high: Medication costs alone 
can run $50,000 per year for 
a patient with hemophilia, 
and in excess of $300,000 per 
year for a patient with severe 
hemophilia. 

With the small numbers 
of hemophilia patients, the 
complicated nature of the 
disorder, and the high costs 
of clotting factor concen-
trate, comparatively few 
pharmacies and hospitals 

carry products to treat 
bleeding disorders. The Mis-
souri Board of Pharmacy, for 
example, estimated in 2012 
that fewer than 25 Missouri 
pharmacies were dispens-
ing blood-clotting products 
to established patients. For 
pharmacies that do offer 
blood-clotting medications, 
organizations such as the 
National Hemophilia Foun-
dation (NHF) emphasize the 
importance of being able to 
meet the specialized needs of 
their patients with bleeding 
disorders. “The timing and 
severity of bleeding episodes 
are unpredictable, even for 
patients on regularly sched-
uled treatment,” indicates 
the NHF’s Medical and 
Scientific Advisory Council 
(MASAC), “thus providers of 
clotting factor concentrates 
must be able to effectively 
respond to varying fre-
quency and dosing needs . . . 
When patients do not receive 
optimal service from these 
providers, there is potential 
for adverse health events that 
lead to poor outcomes and/
or increased costs.”

Model Standards of 
Service

MASAC issued a 
standards-of-service 
recommendation in 2008 
to assist pharmacies 
providing clotting factor 
concentrates for home use 
to patients with bleed-
ing disorders. MASAC’s 
guidelines are intended to 
be minimum standards 
of service and are divided 
into six areas: 
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Area 1: Pharmacy Provider 
Staff Knowledge of Clotting 
Factor Concentrates and 
Ancillary Supplies

Knowledgeable phar-
macy staff make a differ-
ence in health outcomes, 
as noted by experts at 
the NHF. Pharmacy staff 
should have a basic knowl-
edge of bleeding disorders, 
along with experience with 
and knowledge of the full 
range of clotting factor 
concentrates, ancillary 
supplies, and hazardous 
waste disposal. By commu-
nicating and collaborating 
with treating physicians, 
pharmacists can contribute 
greatly to the management 
of patients with bleeding 
disorders. 

Area 2: Clotting Factor  
Concentrates and  
Ancillaries

NHF experts stress 
that hemophilia is a very 
individualized disease. 
Different patients respond 
differently to different 
clotting factor products, 
and even weight changes or 
location of a bleed within 
the individual patient may 
prompt a change in product 
or dosage. To meet MASAC 
minimum standards of ser-
vice, the pharmacy must be 
able to provide a full range 
of available concentrates in 
all available assays and vial 
sizes, along with all neces-
sary ancillary supplies, and 
hazardous waste disposal 
assistance. Pharmacies must 
also provide patients with 
access to nursing services. 

Area 3: Processing of  
Prescription Orders

The home is often the 
ideal treatment site for 
patients with bleeding 
disorders, indicates NHF, 
and reliable access to 
clotting factor is vital. By 
filling prescription orders 
within 48 hours, in the 
quantities prescribed, with 
expiration dates commen-
surate with the individual 
patient’s needs, pharmacies 
meet MASAC standards to 
support appropriate home 
treatment. Again, the 
pharmacy should provide 
any necessary ancillary 
supplies.

Area 4: Hours of  
Operation/Access to Staff

NHF also stresses that 
hemophilia is a volatile, 
unpredictable condition. 
Bleeds do not just happen 
during typical business 
hours, and time is of the 
essence in an emergency. 
Pharmacies offering such 
services must be reli-
ably open during regular 
business hours and also 
provide 24-hour emer-
gency access. They must 
have an emergency action 
plan that allows patients 
to receive clotting factor 
concentrates within 12 
hours “in case of emer-
gent need,” with a goal of 
three hours “where logis-
tically possible,” recom-
mends NHF.

Area 5: Delivery

Again, patients must 
have reliable access to 

clotting factor concen-
trate, and the product, 
which may require re-
frigeration, must arrive 
uncompromised. Filling 
routine orders within 48 
hours, emergency orders 
within 12, and having 
an emergency plan in 
case of natural disasters 
meets minimum MASAC 
standards. In addition, the 
standards include delivery 
of products to the patient’s 
desired location, meet-
ing federal medication 
shipping standards, and 
providing an emergency 
number for patients to call 
in case of a problem with a 
delivery. 

Area 6: Record Keeping,  
Billing, and Product Recall

Along with record 
keeping that complies 
with state and federal re-
quirements, NHF stresses 
the need for pharmacies 
to maintain patients’ 
treatment prescription 
information. Because of 
clotting factor products’ 
high cost, NHF standards 
include that pharmacies 
must regularly review 
insurance payment in-
formation with patients, 
and provide unit cost 
information. In addition, 
pharmacies should be 
able to track the clot-
ting factor products from 
manufacturer to patient, 
and should participate in 
the National Patient No-
tification System, a recall 
information system.
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Compounding 
Regulations
(continued from page 126)

Federal Legislation 
Proposes New 
Category of Drug 
Producer

Federal lawmak-
ers have also drafted 

legislation aimed to 
help ensure the safety of 
compounded drugs. A US 
House bill, the Verifying 
Authority and Legality 
in Drug (VALID) Com-
pounding Act of 2013, was 
introduced by US Repre-
sentative Edward Mar-
key (D-MA) on May, 23, 
2013. The Pharmaceutical 

Compounding Quality 
and Accountability Act (S 
959) drafted by the United 
States Senate Health, 
Education, Labor, and 
Pensions (HELP) Com-
mittee is currently under 
consideration by the US 
Senate. 

NABP has been actively 
engaged in providing 

information to Con-
gressional committees 
during the legislative 
process. 

The Association  
will continue to pro-
vide updates on state 
actions, inspection 
program results, and 
the proposed federal 
legislation. 

Newly Accredited Vet-VIPPS Facilities 
The following veterinary Internet pharmacies were accredited through the NABP Veterinary-Verified 
Internet Pharmacy Practice SitescM (Vet-VIPPS®) program:

A full listing of the accredited Vet-VIPPS sites is available on the NABP Web site at www.nabp .net.  

JAT Pharmacy, LLC
www.jatpharmacy.com

Wal-Mart Stores, Inc
www.walmart.com/pharmacy

Feature News

Hemophilia Patients
(continued from page 129)

State Actions
Alabama, Illinois, 

and Tennessee all stipu-
late standards of service 
for pharmacy providers 
of blood-clotting prod-
ucts, but only pertaining 
to the states’ Medicaid 
programs. New Jersey 
established standards of 
service for the in-home 
treatment of bleeding 
disorders in 2000; the 
law, fully implemented 
in 2004, was aimed at 
the services provided by 
home care companies. 
The standards are similar 
to those recommended by 
MASAC, and in some cas-
es stronger, such as New 
Jersey’s requirement that 
providers supply clotting 

factor concentrate within 
three hours in the case of 
emergency.

In 2012, the California 
Legislature also passed 
a law establishing stan-
dards of service for sup-
pliers of blood-clotting 
products for in-home 
use. The California State 
Board of Pharmacy was 
tasked with administra-
tion and enforcement of 
the provisions. 

The Missouri Leg-
islature in 2011 passed 
legislation directing the 
Missouri Board of Phar-
macy to create rules to 
implement standards of 
service for pharmacies 
dispensing blood-clotting 
products. In late 2012, 
the Board published the 
proposed rules. Of the 
states that have mandated 

a standard of service 
related to providing blood 
clotting products, Mis-
souri most closely follows 
the MASAC standards.

In addition, a number 
of pharmacies or phar-
macy companies have 
indicated their intention 
to adhere to the MA-
SAC standards and NHF 
encourages insurers to 
include the standards in 
contract stipulations.

NABP reviewed the 
MASAC standards and 
is working with NHF 
to help the boards of 
pharmacy gain a better 
understanding of hemo-
philia and the medication 
and care needs of patients 
and achieve uniformity 
in the regulation of this 
specialty area. Each 
state needs to review the 

standards recommended 
by MASAC to determine 
whether they coincide 
with existing state board 
of pharmacy require-
ments. NABP recognizes 
the unique patient needs 
of hemophiliacs, but also 
the responsibility of state 
boards of pharmacy to 
set required standards for 
medication dispensing 
and use.

Information on the 
MASAC standards was 
kindly provided by NHF. 
Additional information 
on the NHF MASAC 
standards is available by 
contacting Marla  
Feinstein, medical infor-
mation and policy coor-
dinator, NHF at 212/328-
3750 or by sending an 
e-mail to mfeinstein@
hemophilia.org. 

http://www.jatpharmacy.com
http://www.walmart.com/pharmacy
http://www.nabp
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NARXCHECK, Next Step in Making PMP Data More Accessible 
to Health Care Providers in Varied Practice Settings

NARXCHECKtM, the 
software tool that generates 
risk-based scores reflect-
ing a patient’s prescrip-
tion controlled substance 
medication history, will 
assist health care providers 
in hospitals, clinics, private 
practices, pharmacies, and 
other health care environ-
ments in making the most 
appropriate prescribing 
and dispensing decisions. 
NABP is working toward 
making NARXCHECK 
products – NARXCHECK 
Plus, NARXCHECK Direct, 
and NARXCHECK Insight 
– more widely available by 
the end of 2013. With three 
specialized products in 
development, NARXCHECK 
may also be able to offer 
valuable tools to assist with 
the analysis of aggregate 
PMP data. 

First developed to assist 
emergency room physi-
cians in making the most 
appropriate treatment 
decisions for patients, the 
NARXCHECK Plus software 
application analyzes PMP 
data and provides a report 
on narcotic, sedative, and 
stimulant usage includ-
ing three-digit, risk-based 
NARXCHECK Scores for 
each class, with just a click 
from the authorized user. A 
low NARXCHECK Score in 
a class indicates to a pre-
scriber that there is a low 
probability that the patient’s 
usage in that class may 
evidence a problem, such as 
abuse or diversion. A higher 
NARXCHECK Score indi-
cates the need for increasing 

caution or concern, and the 
software interface provides 
links so that the authorized 
prescriber can examine the 
PMP report on the patient 
in detail, along with other 
health records, in order to 
make a treatment or pre-
scribing decision. 

NARXCHECK Plus will 
also analyze and present in 
a report the following infor-
mation about a patient:

• Number of providers 
used to obtain narcotics, 
sedatives, or stimulants

• Number of dispensing 
pharmacies used to 
obtain narcotics, 
sedatives, or stimulants

• Amount of drug 
equivalent units/days 
supply for narcotics and 
sedatives

• Amount of reported 
drug overlap in the 
analyzed history

• Current number of 
active prescriptions 
within each drug class
This information is 

available in a .pdf version 
of the report that may be 
downloaded, and in an on-
line interactive format. The 
online format presents the 
prescription data in a bar 
graph format. When rolling 
the cursor over each section 
of the graph, pop-up boxes 
will present relevant data. In 
addition, with a click-and-
drag of the mouse, a section 
of the graph can be high-
lighted and the underlying 
detail on the selected in-
formation will be displayed 
on screen. This interactive 
feature allows prescribers to 

easily spot areas that require 
further investigation and 
quickly obtain more details 
about the particular areas.

NARXCHECK Plus was 
developed and tested in the 
emergency departments of 
several Ohio hospitals, and 
is currently configured to 
work with the Ohio Auto-
mated Rx Reporting System, 
the state’s PMP. NABP is 
currently working to config-
ure the service so that it can 
be deployed with the NABP 
PMP InterConnect® in 
order to streamline deploy-
ment nationwide and to 
ultimately lead to multistate  
NARXCHECK scoring. 

NABP has also deployed 
a method of accessing the 
NARXCHECK service 
and delivering reports via 
integration with hospital 
systems, and piloted this 
successfully with a hospital 
in Indianapolis. This new 
method of accessing, called 
NARXCHECK Direct, assists 
prescribers in the hospi-
tal setting by bringing the 
NARXCHECK Report (and 
the PMP data that they are 
based upon) directly into 
the hospital workflow. By 
deploying NARXCHECK 
Direct with the upcoming 
interface to NABP Inter-
Connect, the software tool 
has the potential to access 
PMP data from all NABP 
InterConnect participants, 
resulting in a NARXCHECK 
Score that is based on a 
more complete patient con-
trolled substance medica-
tion history, yet still directly 
integrated into the work-

flow, which should remove 
obstacles thus allowing for 
the effective use of the PMP 
data. NARXCHECK Direct 
has generated a great deal 
of interest and NABP is 
working with an increasing 
number of large electronic 
medical record software 
vendors, electronic pre-
scribing software vendors, 
physician practice manage-
ment software vendors, and 
other health care networks 
to rapidly deploy this valu-
able tool. 

NARXCHECK Insight 
has been designed to 
analyze large databases of 
prescription data, pro-
viding aggregate reports 
categorized by patients and 
providers. It is designed 
to provide insight into 
proprietary prescription 
databases and provides the 
NARXCHECK Scores and 
NARXCHECK Reports on 
the data contained in those 
databases.

NABP makes  
NARXCHECK available as a 
subscription-based service 
to health care providers 
either registered with PMPs 
in participating NABP 
InterConnect states, or 
agreeing to ensure compli-
ance with PMP laws and 
regulations when providing 
access to users. Subscription 
revenues are intended to 
be used to continue sup-
port to state PMPs to enable 
their participation in the 
NABP InterConnect, and to 
support PMPs in achieving 
the mission to protect the 
public health. 
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Board e-Profile Connect Offers Advanced Security and  
Real-Time Data Sharing through Clearinghouse Reporting Tool

In April 2013, NABP 
underwent a major system 
upgrade that revamped 
its online reporting tool 
for boards of pharmacy to 
provide them with added, 
enhanced security features 
and a central database 
that allows the boards and 
NABP to exchange infor-
mation for key programs 
in real time. 

To protect the integ-
rity of sensitive data, 
the revamped tool, now 
known as the Board 
e-Profile Connect, has 
updated and enhanced 
security features, allowing 
the boards of pharmacy 
to customize user ac-
cess and responsibilities. 
With the old interface, 
each board was provided 
with one username and 
password into the system. 
Now, under the Board 
e-Profile Connect, each 
board of pharmacy staff 
who will be using the new 
system will be provided 
with their own username 
and password per approval 
by the executive director. 
The Board e-Profile Con-
nect can be configured so 
that staff can access only 
certain information in the 
system and carry out dif-
ferent responsibilities as 
determined by the execu-
tive director. 

To further protect 
licensees’ sensitive infor-
mation, the new technol-
ogy is also able to log each 
individual user’s changes 
and edits to the system. 
If a user makes an edit to 

a profile or any data, the 
system will indicate which 
staff person made the 
change. 

NABP will work with 
the boards to ensure that 
access permissions are up 
to date, particularly if a 
staff person is no longer 
eligible to gain access into 
the system.

Another notable 
upgrade made with the 
Board e-Profile Connect 
is the redesigned NABP 
Clearinghouse reporting 
tool. The new reporting 
tool provides the boards of 
pharmacy with real-time 
access to adverse actions 
reported to the NABP 
Clearinghouse. As boards 
report disciplinary actions 
taken against licensees to 
the NABP Clearinghouse, 
the adverse action or state-
ment of charges is auto-
matically communicated 
in real time to all boards 
of pharmacy where the 
licensee may be practicing 
or doing business.

In addition, NABP 
has been expanding its 
e-Profile system to in-
clude facilities such as a 
pharmacy or a wholesale 
distributor. By creating 
NABP e-Profiles for all 
facilities, NABP is able to 
track where each facility 
is located as the informa-
tion will be located in one 
centralized database. The 
resulting benefit for the 
boards is that if a facility 
holds a license in mul-
tiple states and a board 
reports a disciplinary 

action against that facility, 
other boards that license 
the facility may access the 
information in real time 
through the Board e-Pro-
file Connect.  

In addition to the 
upgraded Clearinghouse 
capabilities, the Board e-
Profile Connect also assists 
the boards of pharmacy in 
streamlining the licensure 
verification process and 
other board regulatory 
tasks that require valida-
tion of licensee compli-
ance. Boards that submit a 
request for license veri-
fication can now see the 
request being completed in 
real time.

Under the new look 
and feel of the Board 
e-Profile Connect, the 
system will continue to 
offer the same functional-
ity processes for North 
American Pharmacist 
Licensure Examination® 
and Multistate Pharmacy 
Jurisprudence Examina-
tion® open registration, 
score reports, and his-
tory reports, and will also 
continue to offer Foreign 
Pharmacy Graduate Ex-
amination CommitteeTM 
Certification verification.

Implementation of 
these enhanced Board 
e-Profile Connect features 
will help reach the goal of 
minimizing the use of the 
Social Security number as 
a unique identifier for li-
censees. Instead the boards 
of pharmacy will be en-
couraged to use the NABP 
e-Profile ID. Utilizing the 
e-Profile ID as the unique 
identifier will further en-
hance data sharing capa-
bilities between the state 
boards of pharmacy and 
NABP, as it will accurately 
identify an individual and 
sync his or her information 
to all NABP programs and 
services that the individual 
utilizes now and in the 
future. 

As an example, in 
spring 2012, the Indiana 
Board of Pharmacy be-
gan requiring all Indiana 
pharmacists and phar-
macy technicians to ob-
tain an NABP e-Profile 
ID to supply to the Board 
when completing their 
license renewal applica-
tion and/or initial license 
applications. Therefore, 
to the Board’s benefit, 
NABP is able to utilize 
the e-Profile IDs to 
match data stored in the 
NABP system with that 
of the Board’s data. 

For more information 
about the Board e-Profile 
Connect, the boards may 
contact Neal Watson, 
licensure programs man-
ager at nwatson@nabp 
.net or by calling 847/391-
4406. 

The new reporting 
tool provides the 
boards of pharmacy 
with real-time access 
to adverse actions 
reported to the NABP 
Clearinghouse. 
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First Quarter Closed With 1,029 Actions Reported to the  
NABP Clearinghouse by State Boards of Pharmacy

First quarter 2013 
NABP Clearinghouse totals 
demonstrate continued 
reporting efforts by the state 
boards of pharmacy. During 
the first quarter 2013, the 
state boards of pharmacy re-
ported a total of 1,029 disci-
plinary actions to the NABP 
Clearinghouse, an increase 
of 26% when compared to 
the 816 actions reported 
during the first quarter 
2012. Of the 1,029 actions, 
691, or 67%, of these were 
taken on pharmacists and 
the remaining 338, or 33%, 
were taken on pharmacy 
technicians. 

Of all the first quarter 
reports to the Clearing-
house, probation of license 
accounted for the most ac-
tions reported, comprising 
181, or 17.6%, of the total 
1,029 actions. Following 

this category, revocation 
of license was the second 
most reported action with 
132, or 12.8%, of the actions 
reported. The third most 
common action reported 
to the Clearinghouse is the 
publicly available fines or 
monetary penalties category 
with 128, or 12.4%. Finally, 
the summary or emergency 
suspension of license and 
miscellaneous categories 
accounted for 10.3% (106) 
and 10.3% (105) of the total 
records, respectively. (See 
Figure A for a full break-
down of the actions taken 
during first quarter 2013.) 

Made up of more than 
20 bases, the miscellaneous 
category was the basis for 
action 20.3% (208) of the 
time in the first quarter.

Following this category, 
are actions taken due to 

diversion of controlled 
substances, which held the 
second highest percent-
age overall with 18% (185). 
Another 12.5% (128) of the 
actions reported during the 
first quarter were taken on 
the basis of violation of fed-
eral or state statutes, regula-
tions, or rules. (See Figure B 
for a full breakdown of the 
basis for action during first 
quarter 2013.)

As an essential compo-
nent to maintaining the 
integrity of the licensure 
transfer program among 
the states, reporting to the 
NABP Clearinghouse is 
required by the NABP Con-
stitution and Bylaws. 

Currently 32 boards of 
pharmacy have designated 
NABP as their Healthcare 
Integrity and Protec-
tion Data Bank (HIPDB) 

reporting agent; however, 
all boards of pharmacy are 
encouraged to utilize the 
online tool to report phar-
macy disciplinary actions 
to the NABP Clearinghouse 
regardless of whether NABP 
is their reporting agent. 

Regularly updated, 
the NABP Clearinghouse 
is available to serve as a 
comprehensive resource for 
the boards of pharmacy. 
It houses a tremendous 
amount of disciplinary data 
provided by the boards and 
tracks everything from the 
actions taken to the basis 
for the actions. 

Boards of pharmacy 
that wish to request search 
queries of the NABP Clear-
inghouse data may do so by 
contacting the NABP Licen-
sure Programs Department. 

Figure A: Disciplinary Actions Reported in First Quarter 2013

(continued on page 134)

*The miscellaneous category includes denial of initial license; denial of license renewal; extension of previous licensure action; license restoration 
or reinstatement denied; limitation or restriction on license; modification of previous licensure action; other licensure action – not classified; 
reduction of previous licensure action; summary or emergency limitation or restriction on license; voluntary limitation or restriction on license; 
and publicly available negative action or finding – not specified.

17.6%

12.8%

12.4%

10.3%
10.3%

9.9%

9.2%

9.1%

8.4%
■ Probation of License (17.6%)

■ Revocation of License (12.8%)

■ Publicly Available Fines/Monetary 
Penalties (12.4%)

■ Summary or Emergency Suspension of 
License (10.3%)

■ Miscellaneous (10.3%)*

■ Reprimand or Censure (9.9%)

■ Voluntary Surrender of License (9.2%)

■ License Restored or Reinstated, 
Complete, Conditional, or Partial (9.1%)

■ Suspension of License (8.4%)
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NABP is able to provide the 
boards of pharmacy with 
specified reports whenever 
needed. For example, if a 
board would like to review 

Association News

data for a specific reported 
action, such as diversion of 
controlled substances, re-
ported by the boards during 
a certain timespan, NABP 
can provide the report upon 
request. Reports detailing 
all actions by a board or all 

bases for actions during a cer-
tain time period can also be 
provided. Boards may request 
a report by calling 847/391-
4406 or sending an e-mail to 
Clearinghouse@nabp.net.

More information on 
reporting to the NABP 

Clearinghouse, as well 
as designating NABP 
as a reporting agent for 
HIPDB, is available on 
the NABP Web site at 
www.nabp.net/programs/
member-services/nabp-
clearinghouse. 

Figure B: Basis for Disciplinary Actions Reported in First Quarter 2013

*The miscellaneous category includes breach of confidentiality; drug screening violation; failure to comply with health and safety regulations; 
failure to comply with patient consultation requirements; failure to cooperate with board investigation; failure to disclose; failure to maintain 
adequate or accurate records; failure to maintain records or provide medical, financial, or other required information; failure to pay child 
support/delinquent child support; filing false reports or falsifying records; immediate threat to health or safety; improper or abusive billing 
practices; improper or inadequate supervision or delegation; incompetence; malpractice; negligence; nolo contendere plea; other – not 
classified; practicing beyond the scope of practice; substandard or inadequate care; unable to practice safely; and unable to practice safely 
by reason of psychological impairment or mental disorder.

20.3%

18%

12.5%9%

7.5%

7.1%

6.6%

4%

3.4%

3.2%
2.6%

2.2% 1.9% 0.8% 0.5%
0.4%

■ Miscellaneous (20.3%)*

■ Diversion of Controlled Substance (18%)

■ Violation of Federal or State Statutes, Regulations, 
or Rules (12.5%)

■ Alcohol and/or Other Substance Abuse (9%)

■ Criminal Conviction (7.5%)

■ Failure to Comply With Continuing Education or 
Competency Requirements (7.1%)

■ Error in Prescribing, Dispensing, or Administering 
Medication (6.6%)

■ Unauthorized Dispensing or Prescribing of 
Medication (4%)

■ License Revocation, Suspension, or Other 
Disciplinary Action Taken by a Federal, State, or 
Local Licensing Authority (3.4%)

■ Narcotics Violations (3.2%)

■ Violation of or Failure to Comply With Licensing 
Board Order (2.6%)

■ Practicing Without a License or With an Expired 
License (2.2%)

■ Fraud (1.9%)

■ Allowing or Aiding Unlicensed Practice (0.8%)

■ Deferred Adjudication (0.5%)

■ Diverted Conviction (0.4%)

Newly Accredited DMEPOS Facilities
The following facilities were accredited through the durable medical equipment, 
prosthetics, orthotics, and supplies (DMEPOS) program:

A full listing of the nearly 550 accredited DMEPOS companies representing nearly 27,500 facilities is available on the NABP 
Web site at www.nabp.net. 

Brookdale Pharma Inc
Brooklyn, NY

Forest Heights Pharmacy, Inc
Statesboro, GA

Fred’s Super-Pharmacy Inc
Vicksburg, MI

Glenn’s Corner Pharmacy
Sylvester, GA

Portola Village Pharmacy
Portola, CA

South Street Pharmacy LLC
Wheatland, WY

Thriftway Pharmacy
Brooklyn, NY

Clearinghouse
(continued from page 133)

mailto:Clearinghouse@nabp.net
http://www.nabp.net
www.nabp.net/programs/member-services/nabp-clearinghouse
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Generic Drug Substitution Requires Pharmacist Attention to 
Ensure Compliance With State Laws and Regulations

Generic prescription 
medications can offer a cost-
saving therapeutic alternative 
to patients, and respond to 
the needs of federally funded 
programs, states, and private 
insurers seeking to control 
health care spending. Ac-
cording to the United States 
Food and Drug Administra-
tion (FDA), generic drugs on 
average cost 80 to 85% less 
than brand-name drugs and 
made up nearly eight of every 
10 prescriptions filled in the 
US in 2012, a percentage that 
is expected to increase as a 
number of popular drugs 
come off patent. While 40 
years ago, most states forbade 
prescription drug substitu-
tion, almost all states now 
have drug product selection 
laws that allow, encourage, 
or mandate pharmacists to 
substitute generics for brand-
name drugs. Nonetheless, 
these laws vary widely from 
state to state. Pharmacists 
are therefore encouraged to 
review their state’s substitu-
tion laws to ensure that they 
understand and comply with 
the state’s requirements.

The Orange Book
FDA’s Approved Drug 

Products With Therapeutic 
Equivalence Evaluations 
publication, commonly 
known as the Orange Book, 
is generally considered the 
primary source for identify-
ing suitable generic alterna-
tives for a brand-name drug. 
FDA carefully notes that the 
Orange Book “contains public 
information and advice. It 
does not mandate the drug 

products which may be pur-
chased, prescribed, dispensed, 
or substituted for one an-
other, nor does it, conversely, 
mandate the products that 
should be avoided . . . Thera-
peutic equivalence evalua-
tions are a scientific judgment 
based upon evidence, while 
generic substitution may 
involve social and economic 
policy administered by the 
states, intended to reduce the 
cost of drugs to consumers.” 
Nonetheless, the majority of 
states use the Orange Book’s 
determinations of therapeutic 
equivalence to legally guide 
pharmacists in substituting 
generics.

FDA classifies as “thera-
peutic equivalents” those drug 
products that “are pharma-
ceutical equivalents and  
. . . can be expected to have the 
same clinical effect and safety 
profile when administered to 
patients under the conditions 
specified in the labeling.” To 
be classified as therapeutically 
equivalent, the product must:

• contain identical amounts 
of the same active drug 
ingredient in the same 
dosage form and route 
of administration, and 
meet compendial or other 
applicable standards of 
strength, quality, purity, 
and identity (be pharma-
ceutical equivalents); 

• not present a known or 
potential bioequivalence 
problem, and meet an ac-
ceptable in vitro standard 
– or be shown to meet an 
appropriate bioequiva-
lence standard (be bio-
equivalent); 

• be adequately labeled; and 

• be manufactured in accor-
dance with current Good 
Manufacturing Practice 
regulations. 

A generic recognized as 
therapeutically equivalent 
may differ from the reference 
product in such characteris-
tics as shape, scoring configu-
rations, release mechanisms, 
packaging, excipients (includ-
ing colors, flavors, and preser-
vatives), expiration date/time, 
minor labeling, and storage 
conditions.

The Orange Book assigns 
a therapeutic equivalence 
code to generic drug prod-
ucts: A code beginning with 
“A” means a generic drug 
has been deemed therapeuti-
cally equivalent to other drug 
products either for which 
there are no known or 
suspected bioequivalence 
problems, or for which actual 
or potential bioequivalence 
problems have been resolved 
with adequate in vivo and/
or in vitro evidence. A second 
letter either gives information 
about the dosage form (such 
as in AA, AN, AO, AP, or AT) 
or indicates that bioequiva-
lence problems have been 
resolved (such as with AB). 
A code beginning with a “B” 
indicates that the product in 
question is not considered 
therapeutically equivalent 
to other pharmaceutically 
equivalent products.

Pharmacists may down-
load the Orange Book or 
access it via an online search 
function at www .accessdata 
.fda.gov/scripts/cder/ob/default 
.cfm. 

State Laws
While many states refer-

ence FDA’s Orange Book in 
their guidance, state laws 
on generic substitution vary 
widely. A few states, such as 
Kentucky and Minnesota, 
follow a “negative formulary” 
approach, in which substitu-
tion is permitted for all drugs 
except those that appear on 
a particular list. Other states, 
including Massachusetts and 
Wisconsin, use a “positive 
formulary” approach, in 
which substitution is limited 
to the drugs on a particular 
list. Many states, including 
Maryland and Louisiana, re-
quire pharmacists to use only 
A-coded drugs from FDA’s 
Orange Book, when determin-
ing the appropriateness of 
substituting a particular drug. 

States also differ as to 
whether their substitution 
laws are permissive, thereby 
allowing a pharmacist to 
substitute a generic ver-
sion of a brand-name drug, 
provided all prescription 
requirements are met, or 
mandatory, thereby requir-
ing substitution. Prescription 
requirements may include 
such factors as the availabil-
ity of a cheaper, therapeuti-
cally equivalent drug, the 
prescriber’s specification 
that a brand-name drug be 
dispensed, or a requirement 
that the patient or prescriber 
gives consent. As reported 
in the 2013 NABP Survey of 
Pharmacy Law, 14 boards 
of pharmacy indicate that 
generic substitution falls into 
the “mandatory” category, 

(continued on page 136)
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while 38 boards indicate that 
their substitution laws are 
“permissive.” For one state, 
Oklahoma, “it is unlawful 
for a pharmacist to substitute 
without the authority of the 
prescriber or purchaser.”

Other states specify 
acceptable means for the 
prescriber to designate that 
substitution is not authorized. 
In Louisiana, for example, a 
prescriber must check a box 
labeled “dispense as written” 
to ensure that patients receive 
a prescribed brand-name 
drug, while in many other 
states (such as Maine, North 
Dakota, and Oregon) the 
prescriber must hand-write 
a phrase such as “dispense as 
written,” “brand necessary,” 
or “no substitution” on the 
prescription. South Carolina 
has adopted a different ap-
proach and requires prescrib-
ers to use prescription forms 
with two signature lines, one 
to use if the pharmacist may 
dispense a therapeutically 
equivalent generic, the other 
if the prescription should be 
dispensed as written. 

Some states require 
patient consent prior to 
substitution. As the Louisiana 
Board of Pharmacy reminded 
licensees in an April 2009 
Louisiana Board of Pharmacy 
Newsletter, “When a pre-
scriber initiates a prescription 
order for a multi-source prod-
uct and the prescriber has not 
prohibited generic substitu-
tion, then the pharmacist may 
select a generic substitute, but 
only if the patient is aware 
of – and consents to – the 
proposed cost-saving substi-
tution. There should never be 

Feature News

Generic Substitution
(continued from page 135)

a ‘surprise’ at the prescription 
counter or beyond.” Other 
states also require patient 
and/or prescriber notification.

Although no biosimilars 
have yet been approved by 
FDA as therapeutically equiv-
alent to a biological product, 
some state legislatures have 
begun to debate bills that 
would allow pharmacists to 
substitute such products, if 
and when FDA does approve 
them. In March of this year, 
the first state law address-
ing substitution of biosimi-
lars was signed into law in 
Virginia. Its provisions were 
similar to Virginia’s generic 
substitution provisions, ex-
cept that the new law requires 
the pharmacist to notify the 
prescriber of a substitution 
within five business days, and 
also requires the pharmacist 
to provide the patient with 
retail cost information for 
both the biosimilar and the 
prescribed product. (For a 
more comprehensive discus-
sion of biosimilars and some 
challenges to finding them 
therapeutically equivalent to 
the innovator product, see 
“Paving Approval Pathway for 
Biosimilars Presents Unique 
Challenges for FDA,” in the 
April 2011 NABP Newsletter.)

Brand Names vs. 
Generics

As practitioners are aware, 
not every drug has a generic 
alternative available. New 
prescription drugs reaching 
the market generally carry 
an initial drug patent of 20 
years. The number of years of 
patent protection remaining 
after the drug hits pharmacy 
shelves depends on when 
in the drug-development 
process the patent was ob-

tained. Other factors may also 
increase the length of time a 
drug is under patent. Once 
a drug’s patent has expired, 
other companies may submit 
an abbreviated new drug ap-
plication to FDA to produce a 
generic version of the original 
drug. Because the generic 
versions of a drug do not 
have many of the expenses 
associated with bringing an 
original drug to market – 
including initial research and 
development, animal and 
clinical trials, marketing, and 
advertising – they can be sold 
at a lower price to patients. As 
basic market theory would 
predict, as the number of 
manufacturers of a particular 
generic drug increases, the 
drug’s price generally drops 
further. (More information 
is available in the June-July 
2008 NABP Newsletter ar-
ticle, “FDA’s ANDA Review 
Process Designed to Ensure 
Safety and Efficacy of New 
Generic Medications.”)

Questions have arisen at 
various times about the accu-
racy of the therapeutic equiv-
alence determinations, most 
often for drugs with a narrow 
therapeutic index, such as 
antiepileptic drugs, anticoag-
ulants, thyroid medications, 
and immunosuppressants, 
and for which an unexpected 
outcome could have severe 
consequences for the patient. 
Lawmakers in a number of 
states have removed some 
therapeutic classes of drugs 
from the state’s general 
generic substitution laws, 
due to concerns that gener-
ics may not be sufficiently 
therapeutically equivalent to 
avoid problems. States such as 
Kentucky and Rhode Island 
maintain a formulary of des-

ignated drugs that may not be 
substituted, while other states 
may focus more on a particu-
lar class of drugs. In Hawaii, 
for example, antiepileptic 
drugs may not be substituted 
without practitioner and 
patient consent.

FDA stands behind its de-
terminations of therapeutic 
equivalence, regardless of the 
underlying medical indica-
tion. Nonetheless, the agency 
notes that it “is aware that 
there are reports noting that 
some people may experience 
an undesired effect when 
switching from a brand 
name drug to a generic 
formulation or from one ge-
neric drug to another generic 
drug . . . FDA is encourag-
ing the generic industry to 
investigate whether, and 
under what circumstances, 
such problems occur . . . FDA 
will continue to investigate 
these reports to ensure that 
it has all the facts about these 
treatment failures and will 
make recommendations to 
healthcare professionals and 
the public if the need arises.”

 Another consideration 
for pharmacists and regula-
tors involves the substitution 
of products with unique 
dosage formulations. For 
example, a reformulated 
version of OxyContin® was 
introduced in 2010, and 
reformulated Opana® ER 
(oxymorphone hydrochlo-
ride) extended release tablets 
were introduced in early 
2012, both of which were 
designed to be crush resis-
tant to deter abuse behaviors 
and support the appropriate 
use of opioids for treatment 
of moderate to severe pain. 
Pharmacists should be aware 

(continued on page 140)
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Additional State Goes Live With NABP PMP InterConnect;  
Five States to Begin Testing New PMP Software

NABP PMP InterConnect® par-
ticipation continues to expand, with 
Colorado’s prescription monitoring 
program (PMP) now live as of May 
2013, and several states preparing to 
test new PMP software to meet the 
needs expressed by administrators.

State Participation Update
Authorized users in 15 states are 

now sharing data through the NABP 
InterConnect, which enables the secure 
interstate transfer of PMP data among 
participating states. Colorado joins 
PMPs in the states of Arizona, Con-
necticut, Illinois, Indiana, Kansas, 
Kentucky, Louisiana, Michigan, New 
Mexico, North Dakota, Ohio, South 
Carolina, South Dakota, and Virginia. 
Ten additional states have signed mem-
orandums of understanding (MOU) to 
participate in NABP InterConnect, and 
four states have MOUs under review. 
It is anticipated that approximately 30 
states will be sharing data or will have 
executed an MOU to participate in 
NABP InterConnect in 2013.

New PMP Software
At the request of several PMP 

administrators, NABP is working on 
building PMP software that will work 
seamlessly with NABP InterConnect, 
as well as meet the needs of adminis-
trators, requestors, and data submit-
ters with more options and flexibility. 
Currently, five states – Idaho, Indiana, 
Kansas, Mississippi, and Nevada – have 
agreed to test this new software to en-
sure it meets the needs of PMPs. Kansas 
was the first state to begin testing this 
new software with a launch date of July 
1, 2013. The next state to begin testing 
the new software is Mississippi, with 
an anticipated launch date of August 
2013. NABP is committed to providing 
this new software free of charge to these 
participating states. It is NABP’s goal to 
make this software available to all state 

PMPs. More information about the test-
ing of the new software will be provided 
in future issues of this Newsletter.

Looking Ahead
NABP is also exploring potential 

integration projects that would serve 
as significant enhancements to the 
NABP InterConnect and would ben-
efit each participating PMP. Several 
participating PMPs have already 
engaged in or are in discussion with 
health information exchanges, major 
chain pharmacies, and vendors that 
offer electronic medical record sys-
tems that are interested in leveraging 
the NABP InterConnect technology 
for integrating PMP data into their 
workflow for health care workers. For 
example, some participating states 
have started implementing NABP 
InterConnect in several hospitals. 

On April 17, the NABP PMP 
InterConnect Steering Committee 

held a conference call meeting to 
discuss recommendations from the 
Office of the National Coordinator 
for Health Information Technol-
ogy, Standards and Interoperability 
Framework; updates on Prescription 
Monitoring Information Exchange 
architecture; and the development 
of new integration projects. The 
next Steering Committee meeting is 
scheduled to take place on August 
1-2, 2013.

Since launching, the NABP 
InterConnect has processed over 2 
million requests, with an average 
total wait time of 7.8 seconds for a 
consolidated multistate PMP report. 
For more information about NABP 
InterConnect, visit the NABP Web 
site at www.nabp.net/programs.

 

April 2013 FPGEE Score Results  
Now Available

The score reports from the April 
12, 2013 Foreign Pharmacy Graduate 
Equivalency Examination® (FPGEE®) 
administration are now available. 
Candidates who sat for the April 12 
administration may now enter their 
Equivalency Examination number and date of birth to access an 
electronic download of their score reports through the NABP secure 
login page. The login page may be accessed through a link available 
at www.nabp.net/programs/examination/fpgee.

A total of 773 candidates sat for the April 12, 2013 administra-
tion. The next FPGEE is scheduled for September 30, 2013. More 
information about the FPGEE is available in the Programs section 
of the NABP Web site at www.nabp.net/programs. 

http://www.nabp.net/programs
http://www.nabp.net/programs/examination/fpgee
http://www.nabp.net/programs
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PRESCRIPTION DRUG SAFETY
®

AWARxE News

GET INFORMED | www.AWARErx.org

AWARxE Spring Social Media Campaign 
Reaches Over 16 Million Internet Users 
DEA Take-Back and Prescription Drug Abuse 
Prevention Messages Highlighted

With prescription 
medications still among 
the drugs most commonly 
abused by teens, raising 
public awareness about 
the importance of safely 
disposing of unneeded 
medications remains a vital 
concern. This message was 
highlighted in a spring 
AWARxE® social media 
campaign that encouraged 
consumers to participate 
in the sixth Drug Enforce-
ment Administration 
(DEA) National Prescrip-
tion Drug Take-Back 
Day, held April 27, 2013. 
Through radio public service 
announcements (PSAs) on 
Pandora.com, Yahoo! Web 
banners, articles posted by 
popular bloggers, and a 
social media press release, 
AWARxE had an estimated 
audience reach of over 16 
million consumers. All 
elements of the campaign 
were aimed to reach par-
ents, seniors, and caregiv-
ers as they are the individ-
uals often responsible for 
safeguarding medications 
in the home.

Radio PSAs on the 
popular music Web site 
Pandora.com, stressed 
the urgency of helping to 
prevent prescription drug 
abuse by disposing of un-
used medications at a DEA 
Take-Back Day location. 
AWARxE Web banners on 

the Pandora site played the 
PSAs with one click, and 
also took listeners to the 
AWARxE Web site for more 
information. The Pandora 
PSAs were clicked on by 
more than 10,500 listeners, 
a click through rate that is 
well above average. 

AWARxE banners dis-
played on 27 Yahoo! sites – 
including Yahoo! News, 
Yahoo! Finance, Yahoo! 
Sports, and Yahoo! Shop-
ping – potentially reaching 
over 1.4 million consum-
ers. The banners took users 
to the AWARxE Web site 
for more information about 
the importance of medica-
tion disposal in preventing 
prescription drug abuse 
and the DEA Take-Back 
Day. 

The AWARxE social 
media press release had 
the largest reach with an 
estimated total audience 
of over 9 million unique 
readers. In addition to pro-
viding information about 
the importance of proper 
drug disposal and the DEA 
Take-Back Day, the social 
media press release in-
cluded images, links to the 
AWARxE PSAs, and links 
to social media vehicles 
such as Twitter, Digg, and 
Technorati, for a total of 
up to 300 social media 
bookmarking and tagging 
options. The social media 

links helped the message go 
viral. For example, Twitter 
posts and followers resulted 
in a potential audience 
reach of over 33,300 Twitter 
users. Further, the social 
media press release was 
posted in other top online 
communities including 
MSNBC, Yahoo! Finance & 
Yahoo! News, and was also 
picked up by several news-
paper Web sites including 
the LA Daily News. 

As part of the campaign, 
AWARxE interviews and 
guest posts were featured 
on the sites of 15 popular 
bloggers that focus on par-
enting, senior living, and 
caregiving. The blogger 
outreach had an estimated 
audience reach of over 
360,000 readers. 

With efforts such as 
the AWARxE social media 
campaign helping to pro-
mote the event, the DEA 
Take-Back Day saw good 
participation and collec-
tion sites took in twice 
the amount of unneeded 
and expired medications 
for safe disposal than the 
previous DEA take-back 
event six months ago. More 
than 5,829 locations par-
ticipated in the sixth DEA 
Take-Back Day and 742,497 
pounds (371 tons) of un-
needed medications were 
collected, indicates DEA. 
The six DEA Take-Back 

days held to date have col-
lected a combined total of 
2.8 million pounds (1,409 
tons) of unneeded pre-
scription drugs, helping to 
prevent diversion, misuse, 
and abuse of the drugs.

AWARxE will continue 
to encourage safe disposal 
of unneeded medications 
through DEA Take-Back 
Days and local medication 
disposal programs both in 
the Find Disposal Infor-
mation section and in the 
Get Local section of www 
.AWARErx.org. 

AWARxE PSAs Reach 
Consumers on Pandora  
The above AWARxE® public 
service announcement (PSA) 
was available for consumers 
to view through their mobile 
devices on Pandora.com radio, 
and linked to an audio PSA.

http://www.AWARErx.org
http://www.AWARErx.org
www.awarerx.org
www.awarerx.org
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NABP Emphasizes Need for International Collaboration to Combat 
Global Spread of Substandard Drugs Fueled by Illegal Online Sellers

In a report released on 
Friday, April 26, 2013, NABP 
emphasized the need for 
international response to the 
global spread of counterfeit 
and substandard medica-
tions, fueled by illegal online 
sellers. As detailed in the 
Internet Drug Outlet Iden-
tification Program Progress 
Report for State and Federal 
Regulators: April 2013, NABP 
has partnered with regula-
tory authorities, industry 
leaders, and stakeholder 
groups worldwide to ad-
dress the issue of rogue 
Internet drug sellers in order 
to protect the global public 
health. At the center of these 
efforts is NABP’s applica-
tion – submitted with the 
support of a global coalition 
of stakeholders – to own and 
operate the .PHARMACY 
domain registry, an initiative 
intended to provide a trust-
worthy online space where 
consumers around the world 
can be sure the medications 
they purchase online are 
authentic and safe.

NABP continues to re-
view and monitor Web sites 
selling prescription drugs to 
patients in the United States 
to protect public health and 
its findings are presented 
in the April 2013 report. Of 
more than 10,000 Web sites 
analyzed, nearly 97% oper-
ate out of compliance with 
pharmacy laws and practice 
standards established in the 
US, and many other devel-
oped countries. 

Regulatory agencies and 
public health organiza-
tions in the US and abroad 

indicate that the spread of 
poor quality and counterfeit 
medications has proliferated 
due to illegal distribution by 
Internet sites, as indicated 
in the report. For example, 
the Institute of Medicine has 
examined the global impact 
of fake and substandard 
drugs and notes that illegal 
online drug sellers contribute 
significantly to the problem. 
In addition, INTERPOL, the 
United Kingdom’s Medicines 
and Healthcare Products 
Regulatory Agency, and the 
European Alliance for Access 
to Safe Medicine have identi-
fied rogue Internet drug 
outlets as primary sources of 
medications that do not meet 
regulatory standards in the 
countries and jurisdictions 
to which they are distributed. 

As indicated in the April 
2013 report to state and fed-
eral regulators, NABP has 
reviewed more than 10,400 
Web sites and the vast 
majority of sites (97%) have 
been found to be operating 
out of compliance with US 
federal and state pharmacy 
laws and are listed as Not 
Recommended on NABP’s 
consumer protection Web 
site, www.AWARErx.org. 
The 10,082 Internet drug 
outlets currently listed as 
Not Recommended are 
characterized as follows:

• 4,847 offer foreign or 
non-Food and Drug 
Administration-
approved drugs

• 8,861 do not require a 
valid prescription

• 2,347 have a physical 
address located outside 

of the US (most rogue 
sites post no address 
whatsoever)

• 1,123 dispense controlled 
substances

When purchasing medi-
cations online, consumers 
are encouraged to look 
for the VIPPS® (Verified 
Internet Pharmacy Practice 
SitesCM) Seal on an accred-
ited site, or to check NABP’s 

database of Recommended 
Internet pharmacies on the 
AWARXE® Web site.

The full report with 
detailed findings on the 
characteristics of rogue 
Web sites, is available in 
the Get Informed section 
of the AWARxE Web site 
at www.AWARErx.org/get-
informed/safe-acquisition/
not-recommended-sites. 

NABP’s .PHARMACY Proposal 
Passes Initial ICANN Evaluation

Reaching a critical milestone in the generic Top-
Level Domain (gTLD) approval process, the NABP ap-
plication to own and operate the .PHARMACY domain 
suffix has passed the Internet Corporation for Assigned 
Names and Numbers (ICANN) initial evaluation. Hav-
ing reached this key point, NABP:

• Will work toward operationalizing the 
.PHARMACY gTLD program as it awaits the final 
stages of ICANN’s evaluation process.

• Plans to launch the .PHARMACY gTLD by the 
end of 2013, and make the new domain available to 
legitimate online pharmacies and related entities in 
the United States and other countries.

• Will ensure that only legitimate Web site operators 
adhering to pharmacy laws in the jurisdictions 
in which they are based and to which they sell 
medicine will be able to register domain names in 
.PHARMACY.

Passing ICANN’s initial evaluation is a key success 
in realizing the Association’s vision – established in 
partnership with a global coalition of stakeholders, 
including international pharmacy organizations, regu-
lators, industry experts, and law enforcement agencies 
– of creating a secure and trustworthy online space for 
pharmacy, benefiting consumers around the world. 

For more information about the .PHARMACY 
application, visit www.nabp.net/programs/pharmacy/
pharmacy-and-nabp. 

http://www.AWARErx.org
http://www.AWARErx.org/get-informed/safe-acquisition/
http://www.AWARErx.org/get-informed/safe-acquisition/not-recommended-sites
http://www.AWARErx.org/get-informed/safe-acquisition/
http://www.nabp.net/programs/pharmacy/pharmacy-and-nabp
http://www.AWARErx.org/get-informed/safe-acquisition/not-recommended-sites
http://www.nabp.net/programs/pharmacy/pharmacy-and-nabp
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Newly Approved e-Advertiser
The following entities were accredited through the 
NABP e-Advertiser ApprovalCM Program:

A full listing of NABP approved e-Advertisers is available on 
the NABP Web site at www.nabp.net. 

C.O. Bigelow Chemist, Inc, dba 
C.O. Bigelow Apothecaries
www.bigelowchemists.com

Lake Regional Health System
www.lakeregional.com

Association News

of laws or regulations in 
their states that may prevent 
substitution of non-abuse 
deterrent opioids for abuse-
deterrent formulations.

Ultimately, lawmakers 
and some boards of phar-
macy will make the deci-
sions that take into account 
the social and economic 
implications of drug substi-

tution laws, and will weigh 
the desirability of “carving 
out” exceptions to standard 
substitution laws. It is in-
cumbent upon pharmacists, 
meanwhile, to investigate 
potential therapeutically 
equivalent drug alternatives 
for patients, and to know and 
follow the substitution laws 
for the states in which they 
are licensed, while keeping 
the patient’s best interests in 
mind.  

Generic Substitution
(continued from page 136)

Around the 
Association

Executive Officer 
Changes
Marcie Bough, PharmD, is 
now serving as the execu-
tive director of the Mon-
tana Board of Pharmacy 
replacing William “Bill” 
Sybrant, RPh. Prior to 
taking this position, Bough 
served as the senior direc-
tor of government affairs 
for the American Pharma-
cists Association. Bough 
received her bachelor of 
science degree in phar-
macy from Montana State 
University and her doctor 
of pharmacy degree from 
the University of Montana.

Terry Grinder, DPh, is 
now serving as interim 
executive director of the 
Tennessee Board of Phar-
macy replacing Andrew 
Holt, PharmD, who served 
as executive director of the 
Board. 

Rich Oborn, BS, MPA, 
is now serving as bureau 
manager of the Utah Board 
of Pharmacy replac-

ing Debra Hobbins, DNP, 
APRN, LSAC. 

Board Member 
Appointments

• Alan Friedman, RPh, has 
been appointed a member 
of the District of Colum-
bia Board of Pharmacy. 
Friedman’s appointment 
will expire March 12, 
2014.

• Justin Barnes, PhD, has 
been appointed a public 
member of the Minne-
sota Board of Pharmacy. 
Barnes’s appointment will 
expire January 6, 2014.

• Rabih Nahas, RPh, has 
been appointed a member 
of the Minnesota Board 
of Pharmacy. Nahas’s ap-
pointment will expire 
January 2, 2017.

• Heather Anderson has 
been appointed a public 
member of the Oregon 
State Board of Pharmacy. 
Anderson’s appointment 
will expire March 30, 
2017.

• Carl “Trip” Hoffman III, 
PharmD, has been ap-
pointed a member of the 

Utah Board of Pharmacy. 
Hoffman’s appointment 
will expire June 30, 2016.

• Kristi Sullivan has been 
appointed a public mem-
ber of the Wisconsin Phar-
macy Examining Board. 
Sullivan’s appointment 
will expire July 1, 2016.

• Franklin LaDien, RPh, 
has been appointed a 
member of the Wisconsin 
Pharmacy Examining 
Board. LaDien’s appoint-
ment will expire July 1, 
2016.

• Kerri Kilgore, PharmD, 
has been appointed a 
member of the Wyoming 
State Board of Pharmacy. 
Kilgore’s appointment will 
expire March 1, 2019.

• James Massengill, RPh, 
has been appointed a 
member of the Wyoming 
State Board of Pharmacy. 
Massengill’s appointment 
will expire March 1, 2019.

Board Member  
Reappointments

• James Appleby, MPH, 
RPh, has been reappoint-
ed a member of the Dis-

trict of Columbia Board 
of Pharmacy. Appleby’s 
appointment will expire 
March 12, 2016.

• Edward G. McGinley 
MBA, RPh, has been 
reappointed a member 
of the New Jersey State 
Board of Pharmacy. Mc-
Ginley’s appointment 
will expire May 31, 2014.

• Thomas F.X. Bender, 
RPh, has been reap-
pointed a member of the 
New Jersey State Board 
of Pharmacy. Bender’s 
appointment will expire 
May 31, 2015.

• Kelly Lundberg has 
been reappointed a pub-
lic member of the Utah 
Board of Pharmacy. 
Lundberg’s appointment 
will expire June 30, 2016.

Board Officer Changes
The District of Columbia 
Board of Pharmacy has 
elected the following of-
ficer to the Board:

• Daphne Bernard, 
PharmD, CACP, 
Chairperson

(continued on page 141)
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CPE Monitor Service Successfully Transmits More than  
Four Million Activity Records Since Launch

Participation in CPE 
Monitor® continues to grow 
as the majority of pharmacists 
have registered and techni-
cians have begun to register. 
In addition, all Accredita-
tion Council for Pharmacy 
Education (ACPE)-accredited 
continuing pharmacy educa-
tion (CPE) providers have 
integrated CPE Monitor into 
their systems. 

As of press time, more 
than

• 4,092,279 CPE activity 
records were stored in 
the CPE Monitor system;

• 253,372 pharmacists have 
created NABP e-Profiles; 
and,

• 165,621 pharmacy 
technicians have created 
e-Profiles. 
The transmission of CPE 

data is a three-step process:
1. Provider receives CPE 

claim and transmits it to 
ACPE

2. ACPE transmits data to 
NABP on an hourly basis

3. NABP displays informa-
tion in the CPE Monitor 
section of the individu-
al’s e-Profile 
Providers are allowed 

up to 60 days to submit 
CPE information to ACPE, 
so recently submitted CPE 
credits may not immediately 
appear in CPE Monitor. 
Pharmacists or pharmacy 
technicians are encouraged 
to contact the CPE provider 
directly with any questions 
or discrepancies about CPE 
credits in CPE Monitor, as 
NABP only stores this infor-
mation and cannot change 
it. Further, while NABP re-
ceives data from ACPE regu-
larly, additional sync time 
may be required for CPE to 
display if an individual has 
created an e-Profile shortly 
before submitting claims to 
a provider.

Development of the in-
terface that will allow boards 
of pharmacy to review CPE 
compliance electronically is 
underway and expected to be 
launched in the fall. As such, 
pharmacists and pharmacy 
technicians still have the 
ability to print paper state-
ments of credits from CPE 
Monitor for submission to 
the boards. Users may print 
an individual statement 
for specific CPE credits or 
a full transcript of all CPE 
submitted to CPE Monitor. 
To ensure that the needs of 
all boards and licensees are 
met, NABP anticipates that 
this feature will continue to 
be available after the board 
interface is launched. 

Individuals can obtain 
their e-Profile ID by visit-
ing www.MyCPEmonitor 
.net, creating an e-Profile, 
and registering for CPE 
Monitor. To ensure that the 

CPE Monitor portion of the 
e-Profile is fully activated 
and ready to process CPE 
credit, an individual must 
record at least one license, 
registration, or certifica-
tion number into his or 
her e-Profile. Pharmacists 
and pharmacy techni-
cians need to provide their 
NABP e-Profile ID number 
and date of birth (MMDD) 
to ACPE-accredited CPE 
providers in order for their 
ACPE-accredited CPE 
credit to be accurately 
processed. 

CPE Monitor is a na-
tional collaborative service 
from NABP, ACPE, and 
ACPE providers. 

Association News

Around the 
Association
(continued from page 140)

The Ohio State Board of 
Pharmacy has elected the 
following officers to the 
Board:

• Brian Joyce, RPh, 
President

• Kevin Mitchell, RPh, 
Vice President

The Oklahoma State 
Board of Pharmacy has 

elected the following of-
ficers to the Board:

• Dorothy Gourley, DPh, 
President

• John Lassiter, DPh, Vice 
President

The Oregon State Board of 
Pharmacy has elected the 
following officers to the 
Board:

• Kenneth Wells, RPh, 
President

• Christine Chute, JD, 
Vice President (public 
member)

The South Dakota State 
Board of Pharmacy has 
elected the following officer 
to the Board:

• Lisa Rave, BS, MBA, 
President

The Tennessee Board of 
Pharmacy has elected the 
following officers to the 
Board:

• Charles “Buddy” 
Stephens, DPh, President

• Jason Kizer, PharmD, 
Vice President

The Utah Board of Phar-
macy has elected the 
following officer to the 
Board:

• David Young, PharmD, 
Chairperson

The Wisconsin Pharmacy 
Examining Board has 
elected the following of-
ficers to the Board:

• Thaddeus Schumacher, 
PharmD, Chairperson

• Franklin LaDien, RPh, 
Vice Chairperson 

http://www.MyCPEmonitor.net
http://www.MyCPEmonitor.net
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Professional Affairs Update

Quarantine of 
Compounding Shop 
Products Advised

Medications produced 
and distributed by The 
Compounding Shop of St 
Petersburg, FL, should not 
be administered to patients 
and should be quarantined, 
warned Food and Drug 
Administration (FDA) in 
May 2013. The agency notes 
that preliminary findings 
from an inspection of the 
facility raised concerns about 
a lack of sterility assurance, 
and it alerted hospital supply 
managers, pharmacists, and 
other health care provid-
ers that the products may 
potentially place patients at 
risk of serious infection. FDA 
advised The Compounding 
Shop that action should be 
taken to remove all sterile 
products from the market to 
protect patient health, and 
the company indicated that 
it was initiating a recall of 
all sterile products and was 
in the process of notifying 
customers. 

“Health care providers 
and hospital staff should 
immediately check their 
medical supplies, quarantine 
any sterile products from 
The Compounding Shop, 
not administer them to 
patients, and await further 
instructions from the com-
pany regarding the recalled 
products,” indicated FDA. 
“Patients who have received 
any product produced by 
The Compounding Shop 
and have concerns should 
contact their health care 
provider.” More informa-
tion is available in an FDA 
news release at www.fda 
.gov/NewsEvents/Newsroom/

PressAnnouncements/
ucm351254.htm. The agency 
also encourages providers to 
report any adverse reactions 
or quality problems associ-
ated with these products 
to FDA’s MedWatch Safety 
Information and Adverse 
Event Reporting Program 
following the instructions on 
the FDA Web site, available 
at www.fda .gov/medwatch/
report.htm.

Two Compounding 
Pharmacies Recall 
Sterile Products 

Two pharmacies volun-
tarily recalled their sterile 
compounded products be-
cause of concerns associated 
with quality control processes 
and a lack of sterility assur-
ance in April 2013. Balanced 
Solutions Compounding 
Pharmacy, LLC, has recalled 
its sterile, compounded 
products within their expira-
tion date. A list of the recalled 
products is included in a 
news release available on the 
FDA Web site at www.fda.gov/
Safety/Recalls/ucm348723 .htm. 
In addition, Indiana-based 
Nora Apothecary & Alterna-
tive Therapies has initiated a 
voluntary, multi-state recall of 
all compounded sterile drug 
products. Specifically, the 
recall includes approximately 
95 dosage units of sterile 
compounded products that 
the pharmacy supplied to the 
offices of 12 licensed medical 
professionals located within 
Indiana. This recall also 
includes approximately 400 
prescriptions compounded 
for patients in Indiana and 
prescriptions compounded 
for patients in four other 
states: Florida, Illinois, Ohio, 

and Tennessee. A news release 
with additional details and 
a link to a list of affected 
products is available on the 
FDA Web site at www.fda.gov/
Safety/Recalls/ucm349040.
htm. 

Security Best Practice 
Guidelines Provided 
to Assist New Jersey 
Pharmacies

Best practices for phar-
macy security guidelines 
have been developed by the 
New Jersey State Board of 
Pharmacy and the state’s 
Attorney General to assist 
pharmacies in preventing 
drug theft and diversion. 
The guidelines are part of 
New Jersey Attorney General 
Jeffery S. Chiesa’s strategy 
to fight prescription drug 
abuse in the state, and were 
developed in partnership 
with the Board with input 
from the pharmacy industry 
and law enforcement. The 
best practices guidelines 
include recommendations 
for physical security controls 
of controlled dangerous 
substances (CDS), general 
pharmacy security, CDS 
inventory, and interface 
with prescribers and cus-
tomers, among other areas. 
The Pharmacy Security Best 
Practices document is avail-
able on the New Jersey State 
Board of Pharmacy Web site 
at www.njconsumeraffairs 
.gov/press/05012013.pdf.

NABPLAW Online 
Now Includes Guam, 
Puerto Rico, and the 
Virgin Islands

The complete phar-
macy acts and regulations 

of Guam, Puerto Rico, and 
the Virgin Islands are now 
included in NABPLAW® 
Online, the comprehensive 
national data bank of state 
pharmacy laws and regula-
tions provided by NABP. 
NABPLAW Online’s power-
ful search capabilities allow 
users to research subjects 
one state at a time or across 
all 50 states and included 
jurisdictions. More infor-
mation about NABPLAW 
Online and a link to the on-
line subscription order form 
are available in the Pro-
grams section of the NABP 
Web site at www .nabp.net/
programs/member-services/
nabplaw.

USP Prescription 
Container Labeling 
Chapter is Now the 
Official Standard 

The United States Phar-
macopeia (USP) General 
Chapter <17> Prescription 
Container Labeling, pub-
lished in the USP 36–NF 31, 
became an official standard 
on May 1, 2013. The stan-
dards, available at www.usp 
.org/usp-nf/hot-topics/usp-nf-
general-chapter-prescription-
container-labeling/
download-usp-nf-general-
chapter-prescription-
container, provide a univer-
sal approach to the format, 
appearance, content, and 
language of instructions for 
medicines in containers dis-
pensed by pharmacists. The 
standards were published 
in General Chapter <17> 
in November 2012. NABP 
was among the stakeholder 
organizations that contrib-
uted to the development of 
the new standards. 

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm351254.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm351254.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm351254.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm351254.htm
www.fda%E2%80%8B.gov/medwatch/report.htm
www.fda%E2%80%8B.gov/medwatch/report.htm
www.fda.gov/Safety/Recalls/ucm348723%E2%80%8B.htm
www.fda.gov/Safety/Recalls/ucm348723%E2%80%8B.htm
www.fda.gov/Safety/Recalls/ucm349040.htm
www.fda.gov/Safety/Recalls/ucm349040.htm
www.njconsumeraffairs.gov/press/05012013.pdf
www.njconsumeraffairs.gov/press/05012013.pdf
www%E2%80%8B.nabp.net/programs/member-services/nabplaw
www%E2%80%8B.nabp.net/programs/member-services/nabplaw
www.usp.org/usp-nf/hot-topics/usp-nf-general-chapter-prescription-container-labeling/download-usp-nf-general-chapter-prescription-container
www.usp.org/usp-nf/hot-topics/usp-nf-general-chapter-prescription-container-labeling/download-usp-nf-general-chapter-prescription-container
www.usp.org/usp-nf/hot-topics/usp-nf-general-chapter-prescription-container-labeling/download-usp-nf-general-chapter-prescription-container
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State Board News

Arizona Conducts 
Compounding Survey

A compounding survey 
was mailed out to all 
Arizona permit holders on 
record on March 13, 2013. 
Arizona State Board of 
Pharmacy staff requested 
that all pharmacists-
in-charge respond to 
the survey questions by 
returning an e-mail, fax, 
or paper document to the 
Board office by April 30, 
2013. The survey questions 
were as follows: Are you 
compounding prescription 
or over-the-counter (OTC) 
drugs at your pharmacy? 
If so, 
a. What type(s) of com-

pounding is being done 
(sterile, nonsterile, or 
OTC)?

b. If located in Arizona, 
does your pharmacy 
ship compounded prod-
ucts out of state?

c. Are any of the pharma-
cists, technicians, or the 
pharmacy itself accred-
ited?

d. If accredited by an agen-
cy, what is the name of 
the accrediting agency?

e. What are the standards 
and qualifications to 
become accredited?

f. Are all compounds 
dispensed pursuant to a 
patient-specific pre-
scription?

g. If compounds are dis-
tributed for “office use,” 
what is the percentage of 
prescription volume?

h. If not located in Arizo-
na, do you ship com-
pounds into other states 
besides Arizona?

i. If so, please list the 
name of product 

shipped and amount 
shipped annually.

Montana Prescription 
Drug Registry Update

The Montana Prescrip-
tion Drug Registry (MPDR) 
is now operational for 
registration and review by 
prescribers and dispensers. 
As of the end of January 
2013, the registry had over 
700 pharmacies that had up-
loaded over 26,000 reports, 
bringing the total number of 
prescriptions in the registry 
to over two million. These 
prescriptions represent ap-
proximately 400,000 patients 
in the system to date. While 
registration of prescribers 
and dispensers is only at ap-
proximately 12% of eligible 
providers, the Montana 
Board of Pharmacy had 
over 1,000 registrations and 
registrants had requested 
over 10,000 patient history 
searches as of January 2013. 
The Board continues to hear 
positive comments from 
practitioners regarding the 
availability of such informa-
tion in aiding and providing 
new and ongoing patient 
pharmaceutical services. The 
Board has also had positive 
feedback from law enforce-
ment agencies that have had 
to request information from 
the registry as well. Please 
contact the MPDR at dlibs 
dmpdr@mt.gov or 406/841-
2240 with any questions.

South Dakota 
Prescription Drug 
Monitoring Program 
Update

The South Dakota 
Prescription Drug Monitor-

ing Program (SD PDMP) 
is progressing well and the 
South Dakota State Board 
of Pharmacy continues 
to receive positive com-
ments on the program 
from prescribers, dispens-
ers, and law enforcement. 
Nearly half (46%) of South 
Dakota practicing phar-
macists (520) have been 
granted online access to the 
SD PDMP database, while 
approximately 22% (685) 
of all prescribers have been 
approved. As of February 
12, 2013, there were over 1.6 
million prescriptions in the 
database.

The Board encourages 
pharmacists to use infor-
mation from the SD PDMP 
when dispensing controlled 
drug prescriptions to 
patients. Prescribers and 
practitioners may register 
for online access by visit-
ing www.hidinc.com/sdpmp. 
Please call the Board office 
with any questions.

North Carolina Rule 
Amendments Affect 
Hospitals and LTCFs

On March 1, 2013, a 
number of amendments 
to the rules primar-
ily governing hospital, 
long-term care facili-
ties (LTCF), and similar 
health care facility ori-
ented practices went into 
effect in North Carolina. 
These amendments 
eliminate unnecessary 
provisions, and sim-
plify and clarify others. 
In many instances, the 
amendments eliminate, 
or markedly reduce, 
record keeping require-
ments. Moreover, new 

Rule 21 NCAC 46.2508, 
which is applicable to all 
pharmacy practice set-
tings, specifies: 

Unless otherwise 
specified in the rules 
in this Section or 
other applicable law, 
any documentation 
required by the rules 
in this Section may be 
electronically created 
and maintained, pro-
vided that the system 
that creates and main-
tains the electronic 
record: 
1. is capable of print-

ing the documen-
tation so that the 
pharmacist-manag-
er can provide it to 
the Board within 48 
hours of a request; 

2. contains security 
features to prevent 
unauthorized ac-
cess to the records; 
and 

3. contains daily back-
up functionality 
to protect against 
record loss. 

Other areas addressed 
by the new rule amend-
ments include revisions 
to the remote medica-
tion order entry rule, 
authorization of default 
medication quantities 
for medical orders, and 
simplification of Rule 21 
NCAC 46.1414’s provi-
sions governing auxiliary 
medication inventories. 
The text of these recent 
amendments is available 
on the Web site of the 
North Carolina Board of 
Pharmacy at www 
.ncbop.org/LawsRules/
HospitalLTCRuleChanges 
Eff030113.pdf. 

http://www.hidinc.com/sdpmp
www.ncbop.org/LawsRules/HospitalLTCRuleChangesEff030113.pdf
www.ncbop.org/LawsRules/HospitalLTCRuleChangesEff030113.pdf
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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 Web site at www.nabp.net.  

Arrow International, Inc
Asheboro, NC

Exel, Inc
Southaven, MS

Medline Industries, Inc
Lithia Springs, GA 
Prattville, AL

Pfizer, Inc
Memphis, TN

Positudes, Inc, dba The 
Alliance Pharmacy
Westbury, NY

Prodigy Health Supplier 
Corporation
Tampa, FL

RxC Acquisition Company 
dba RxCrossroads Third Party 
Logistics Division
Louisville, KY

Santa Cruz Biotechnology
Paso Robles, CA

Seneca Medical, Inc
Mocksville, NC

http://www.nabp.net



